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AND BY T : : BE MORE ECIFIC. 
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JUST EDISON DEVICES. 
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‘D THAT MONTH? 
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WOULD YOU |! 


AND YOU WOULDN'T KNOW THAT FOR TH 
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UNI . IT'SAS 
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I DON'T BELIEVE 
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AND YOU TALKE 
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Ny 
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L? 


L 
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S A DATA DRIV 
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ESS WAS STORED T 
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IT DON'T RE 
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ON TO 
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TOP PARAGRAPH 


THE 
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IT MAYB 


EMS 


NTE 


GRAT 


BEL 


EVE 


I'M NOT 


ON? 


CERTA 


iLR ONLY DAI 


DO YOU SEE 


G 


NK WE 


AND WAS TH 


[LY OC PROC 


THAT? 


D DO YOU RECALL 


FDU! 


iy 


IT TALKS HERE ABOUT HOW T 


ON T 


N. 


WHAT 


WHAT THE ACRONYM STANDS FOR. 


THE 


NG THAT WHI 


SAW A SPRE 


ADSH 


BT 


YESTE 


SSU 


ES W 


TH RESP. 


ECALL THAT? 


NO. 


1AT WAS A SE 


FE PROC 


IAT WAS A SE 


FE PROCE 


BUT 


COULD MOV. 


AT PART OF THIS PROC! 


Ss. 


ECT TO SOFTWARE 


NG TO DO 


EN YOU WE 


T YOU FOLLOWE! 


S PROC] 


ENT START 


NG W 


ER-4784 
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TH 
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IRE TALK 


NG Al EF 


DEVICE'S 


ERFORMANCE WAS DE 


RAT 


NG OVER T 
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WANTED YOU 


E} NOTE OF THAT; 


RIGHT? 


REALLY QUICKLY? 


(EN GO DAF 


KAD IT. 


PLEASE. 


S YOURS ON, COUNS!] 


NGS. ) 


GHT LOOK TO MAKE 


TURN-OFF-AND-ON TRI 


ab 


SURE 


THE 


CAN'T, 


BUT I 


CAN WORK WI] 


TO 


JURORS 


S UP ON TH 


VE 


NODS. 


OKAY. 


MR. WADE: 


(PAUSE 


Y 


AND DO YOU RI 


R. WADE: 


EF YOU HAD A CH 


N PROCEEI 


ECALL THIS WAS ASK 


MS. KRATZMANN 


CK. 


: TO LOOK AT 


IT, MS. 


NG 


F YOU 


(TER 


ORAT 


ON IN 


THE 


CHI 


SAW A 


['THOUT 


ERFORMANCE OF THE 


INACCURACY TO MAKE 


DEVICE 


OR 


MPRE 


NOTE OF T 


IAT AND PUT IT 


NTO TH 
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S ACTUALLY SAYING THAT 


ESS 


EN 


TIALLY TRACKS THE PERFORMANCE OF TH 


: CR 


KAT 


EF ON THE j Bi 


US TO KNOV ET 


DEVICE 


RMANCE. 


SO WE DN'T 


S AGGREGAT 


Ox AND THAT TEAM WAS DOI 


NDEPENDENT OF YO 


NG T 


S DOCUMENT T 


ACTUALLY AGGI 


IAT 


U, 


YOU COULD ACCESS THEM 


EXACTLY. 


AND PUT THE 


AT AND TELL 


THEY TRACK THI 


SIDE OR ON THE 


NG A GRAPH TO ALLOW US TO KNOW IF 


CHEM 


STRY 


1 BUNCH OF QC DATA TO ALLOW 


ORAT 


ON OVER T 


ME IN 


THE 


EGATE 


THAT I 


NG 


T 


F YOU HAD QUE 


EY PUT ON 


US TH 


RMATI 


E CAN LOOK OV! 


ON. THE 


THE S 


DR 


VE. 


NG A COMPLE 


ELY SEPAI 


E, PROCESS 


BUT SHARING THOSE 


RESULTS WI 


ONS? 


H YOU SO THAT 


UNCLASPI 


D, 


SO GIVE 


ME; 


™ GO 


NG TO 


JUST S 


DO W. 


EVER 


ALL RIGHT. 


UNITED STATI 


S CONVE 


EXCELLENT. 
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YES, I SEE 


AND WHAT 


RATORY. 


S A STANDAI 


AT IS 


THE 


BE CL 


A LA 


VE ACT 


S CASE ¥ 


PURPOSI 


BORATO] 


NG 


092 


PROCEDURE, 


NG PROC 


EY! 


RE 


IF 


ALLY R 


ECT FOR THE 


YOU'RE 


BE ABLE 


DO 


QO. 


KEPT AS A MATT! 


OKAY. 


D 


AND 


THE 


LOGG 


A. YI 


DO YOU R 


ER OF | 


NG OF THI 


CUMENT THAT YOU RE 


ON THAT SOME 


HAT YO 


ERRORS WOULD 


CY FOR HOW TO DE 


OCUMENT . 


DOCUM 


E.COGN 


E.CORD 


N TH 


UMENT WAS ONE 


ITH THOS] 


THAT WAS 


BASED ON THE 


FORMAT 


UNIT! 


ED STATI 


DOCUMENT’? 
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E PORT! 
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ER 602 AND 


VEI 


N FRONT OF YOU, MS. CHI 


NG. 


ANK YOU, YOUR HONOR. 


TLE 


EDNESDAY, ON! 


R 


ECTOR AT T 


F WE 


my 


| BATES RANGE 


END 


Q. 


DO YOU S 


iBT 


YES. 


AND DO YOU SEE T 


DOCUMENT THAT 


WHAT YOU WERE 


THAT WAS PRE 


CAN GO TO PAGI 


RED AND RAT 


ERANOS? 


NG 99. 


AT? 


E 3 OF 8 OF THE 


AT THIS 


SETS FO! 


REFERR 


NG TO 


UNITED STATES COURT R 


E R-4788 


IN YOUR TEST 


Fk PURPOSE 


HUNG? 


T 9909. 
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TY OF THE QUAL 


‘R TO UNCOVI 


E FOR THE 
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FD 
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ENT P 


EO 
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TY MANAGE 


FE} CAN LOOK AT PAG 


ER NONCONFORMANC 


ES DUR 


DO YOU SEE 


IND OF A DETAILED PI 


MPLEMENT 


NG TH 


CE AS TO 


S? 


[AT CONT 


Q. AND 


THEN 


RECORDS THAT ARE 


E CAN TURN TO PAG! 


UPPOSED TO BE 


MA 


NTAINED 


HOW YOU'R 


ON THAT 


7, THAT TALKS A 


BY THE 


PAGE 


T SE 


SUPPOSI 


LAB D 


BOUT THI 


R 


ECTOR 


[TY MANAG] 


AND QUALI 


IR DOCUMENT 


NG THOSE 


NC 
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F 
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| ANYTHING 


BRING UP -- 


GHT NOW. 


DENTS? 
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WELL, 
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ELL 
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YO 
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EA 
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AND WAS T 
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S 
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:01AM 9 5 EP. IDN'T WORK ON THE E iE ED TO THAT 
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:OlamM «618 . N ORDE] RODUCE E T-CUPS AND THE RTRIDGES, THEY 
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:OlamM 20 IRST FLOOR. 
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:03AM 7 MR. BOSTIC: YOUR HONOR, WE STIPULATED TO THI 


:03AM 8 ; TY. NO OBJECTION. 


:03AM 9 THE COURT: THANK YOU. 
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:03aM «=12 
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:04AaM 3 : OKAY. WERE THEY E NEERS AT THE COMPANY? DO YOU KNOW? 
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:06AM 1 I WASN'T AWARE OF ANY OF THI 


:06AM 2 : . I DON'T HAVE ANY MORE QUE ONS ON THAT. 


:06AM 3 EF COULD GO TO 3471A. 


:07AM 4 : WHAT WAS THAT NUMBER? 


:07AM 5 . I71A. IT WAS A LIST OF T! 


:07AM 6 i NDER. 


:07AM 7 


:07AM 8 (RK: BELIEVE IT'S 3741A. 


:07AM 9 R. WADE: MY APOLOGIES. TRANSPOS 


:o7aM =10 TANKS, MS. KRATZMANN. 


:o7aM =o 11 , WITNESS: THAT'S IN THE BINDER? 


:o7aM «612 R. WADE: BELIEVE IT . FE CAN PUT IT UP ON THI 


:07AM 13 iN. N 


:o7am 14 E COU! 


:ogsam =o15 ; CLERK: ES 1 THROUGH 7 ONLY, YOUR HONOR. 
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:08aM 22 


:08aM = 23 F THINK YOU TALKED ABOUT THE M ON OF THI 
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:09AM ub BLY AVA 
:09AM 2 . YES: 
:09AM 3 7 AND WOULD BE FILLED OUT AND WOULD BE IN THE ENTS OF 
:10AM 4 E COMPANY AND IT WOULD BE WITH DOCTORS AND -- 
:10AM 5 . W CLINICIANS, YES. 
:10AM 6 ‘i IGHT. AND AT ALL OF THE 1 (RENT LOCATI 
:10AM 7 
:10AM 8 ‘ IF YOU COULD JUST ZOOM I ] ERE. 
:10AM 9 ND DO YOU SEE THERE'S A ] (RE WHERE U CAN CHI 
:loam 10 ICRO SAMPLE, PATIENT'S CHO i HLEBOTOMY ? 
:toam 11 : YES. 
:loamM «12 ‘ DO YOU SEE T 
:loam 13 SO ALL OF THE (RENT OPT] 
:1oam 14 
:loam =15 . ONAL PHLEBOTOMY, THAT'S VENOUS | 
:loam «16 
:loam 17 s TAVE NO FURTHER QUESTIONS ABOUT THAT DOCUMENT. 
:llam 618 NK WE ACTUALLY ENDED ON WEDNESDAY TALKING A L 

am 19 BI BOUT PROFICIENCY TESTING. 

am 20 DO YOU RECALL THAT? 

amo 2 1 ‘ YES. 

aM 22 7 A NK YOU SATII AT YOU WE! AR WITH THE 
:llamM 623 ESTING POL WHEN YOU WERE EF, COMPANY? 
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6 'D INTO THAT WORK? 
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8 : , NK YOU TESTIFIED THAT YOU'R 
9 1 S DESIGNED TO COMPARE SIMILA 
10 
11 ‘ | E OF PROFICIENCY TESTING? 
ae ? ” UST THAT IT'S DESIGNED TO KIND OF COMPARE APPLES TO 
i2 ES, A SIMILAR TYPE OF TEST TO ANOTHER SIMILAR TYPE OF TEST? 
14 ‘ N TERMS OF -- CAN YOU REPEAT YOU! ESTION? 
LS ‘ - THINK YOU'VE TESTIFIED THAT PROFICIENCY TE 
16 ELATES TO PEER DEVICES OR S LAI EVICES; RIGHT? 
17 . SO WHEN YOU DO PROFICIENCY TESTING, YOU'LL TEND TO NOTI 
18 | TESTING AGENCY OF WHAT TYPE OF DEVICE THAT YOU'RI 
19 LIZING. 
20 SO SAY E A TSH SAMPLE, YOU'LL TELL TH 
21 YOU'RE RUNN | IMMULITE IN ORDER TO ALLOW THI 
22 KNOW THAT TH | TESTING DEVICE THAT YOU'RE UTIL 
23 
24 : | PEER GROUP THAT YOU'RI , RESULTS 
25 1 (R IMMULITE DEVICES OR S ‘S THAT 


UNITED STATES COURT REPORTERS 


ER-4818 


Case: 22-10312, 04/17/2023, ID: 12696875, DktEntry: 22-19, Page 66 of 298 


-00258-EJD 


Case 5:18-cr Document 1263 Filed 01/18/22 Page 65 of 181 
CHEUNG CROSS BY MR. WADE 1 


124 


:12AM 


:12AM 


2:12AM 


2:12AM 


:13AM 


:13AM 


2:13AM 


:13AM 


7:13AM 


:13AM 


:13AM 


2:13AM 


:13AM 


:13AM 


:13AM 


:13AM 


7:13AM 


:13AM 


:13AM 


:13AM 


:13AM 


:13AM 


:13AM 


:14AM 


:14AM 


SHOULD PRODUC 


IGHT? 


YOU WANT TO COMPARE 


YEAH. 


NO. 


DO YOU KNOW WHAT THAT I 


RE OF THI 


I'M TAK] 


I'M NOT TOO SURE 


EK THE 


SAME, RESULTS? 


BUT T 


FE YOU 


NO. 


-- YO 


I'M SORRY. 


THE 


E AAP? 


YPICALLY I 


WANT APPLI 


WOULD SAY, YE 


ES TO APPLE 


TWO RESULTS, YES. 


AT THE TIME YOU WERE WORK 


NG AT THI 


[ING A GUESS HERE. 


ITS -L 


FE PATHOLOGY ASSOC 


AT 


H 


VE ASSESSM 


NVOLVE 


U GAVE 


SOME! 


ES 


TIMONY ABOUT THAT SPREADS 


SON R 


ESULTS THAT MR. 


ONS ABO 


DO YOU RI 


BOST 


C ASK 


UT. 


ECALL THAT? 


ES AND THE LIKE. 


ROL MANAGE 


UNITED STATI 


EK TEST 


BY LANGLY G 


ES COURT R 


EPORTERS 


ER-4819 


ED YOU AN 


UMBE 


G 


NG -- THOSE 


RESULTS, 


N ANY WAY 


i WHO WAS TH 


ON? 


ENT PROTOCOL. 


E QUAL 


:14AM 


:14AM 


:14AM 


:14AM 


:14AM 


:14AM 


:14AM 


:14AM 


:14AM 


:14AM 


:14AM 


:14AM 


:14AM 


:15AM 


:15AM 


:15AM 


:15AM 


:15AM 


:15AM 


:15AM 


:15AM 


:15AM 


:15AM 


:15AM 


:16AM 


Case: 22-10312, 04/17/2023, ID: 12696875, DktEntry: 22-19, Page 67 of 298 


-00258-EJD 


Case 5:18-cr 
CHEUNG CROSS BY MR. 


TAKE IT HE WOULD 


HAVE SHA 


ENDORFE AND PANDOR 


AS WELL? 


E YOU AWARE 


THAT 


iD CREATED SOME CON 


THE WAY 


Document 1263 Filed 01/18/22 Page 66 of 181 : 


FUS 


ON W 


TH 


ON OF THE PROF 


AND WERE YOU AWARE THAT 


Q. 


CIENCY TEST 


DR. PANDORI 


NG POLI 


AND 


ACTUALLY DEVELOPED A POW 


1RPO 


ESENTAT 


ON 


PROF IC 


ENCY TEST 


NG AND ALTE 


RNAT 


E ASS 


ESSM 


FOLKS IN THE CL 


A LAB? 


WAS NOT A PART O 


ET ME SEE IF CAN ] 


FT 


E COURT: 


YES. 


I APPROACH, YOUR HONOR? 


WOULD YOU L 


ESH YOUR R 


DR. ROSENI 


TO EXPLA 


N 


ENT PROTOCOL 


ECOLLE 


KE 


EW 


F IT REFRESHES HER RECOLLE 


WADE : 


YEAH. 


JUST GOING TO DIR 


Q. 


DOCUME! 


THE POWERPO 


NT A 


ECT YOU -- TAK! 


ECOLLECT 


AT DRS. 


ND JUST SEE 


ENDORFE AND PANDOR 


F THAT | 


TO THI 


ON ON THIS 


TOP 


C? 


E A LOOK AT TH 


FRESH 


ES YOUR 


PI 


RE PAI 


ED A POWERPO PI 


wENTAT 


ON TO 


EST 


NG AND THE AAP POL 


ES 


I HAD NEVER SE D 


OKAY. 


UNITED STATI 


EXPL 


A 


NT 


FOR THE 


ED 


SON D 


EV 


OCUMENT W. 


EN 


ES COURT R 


E PORT! 


WAS AT THI 


ERS 


E R-4820 


E, COMPANY. 


125 


TNESS TO LOOK 


:16AM 


:16AM 


:16AM 


:16AM 


:16AM 


7:16AM 


:16AM 


:16AM 


:16AM 


:17AM 


:17AM 


:17AM 


:17AM 


:17AM 


:17AM 


:17AM 


:17AM 


:17AM 


:17AM 


:17AM 


:17AM 


:17AM 


:17AM 


:17AM 


:17AM 


Case: 22-10312, 04/17/2023, ID: 12696875, DktEntry: 22-19, Page 68 of 298 


Case 5:18-cr-00258-EJD Document 1263 Filed 01/18/22 Page 67 of 181 
CHEUNG RECT BOS 1 


r 
REDI 


BY 


UP AND STRI 


E NO FURTH 


MR. 


TIC 


ER QUEST 


COURT: 


ALL RI 


GHT. 


ONS, YOUR HONOR. 


THANK YOU. 


[C, DO YOU HAVE S 


OME: ] 


E DIRECT? 


3. BOSTIC? 


H WH 


WILL TELL YOU 


NG. 


R. 


COURT: 


LAD 


YES, YOU! 


ES AND GENTLE 


R HONOR. 


126 


iF TO STAND 


LE 


WE DO THE 


N ABOUT 40 M 


NG.) 


E COURT: 


[C, YOU HAVE RED 


TRANSIT 


THAT WE V 


EAK AT 11:00 THI 


ALL RI 


NUTES OR SO WE W 


LL TAKE OUR BI 


LL 


TAKE OUR MORNI 


RECT? 


. BOSTIC: 


BOSTIC: 


GOOD MO 


GOOD MORNI 


'"D LIKE 


R. WADE. 


QO. 


WOULD NORMALLY TAKE 


CORRI 


A. 


OKAY. 


E 


Y 


IRST, YOU T 


ING, MS. CHI 
NG. 


TO ASK A F! 


YES, YOUR HONOR. 


REDIRECT EXAMINATION 


EW FOLLOW UP TOP] 


EST 


EST 


ECT? 


ES 
F 
ES. 


ER 


TH 


PLE 


NG 


[CS THAT YOU D 


IANK YOU. 


DAY THAT TH 


EF VAL 


ON PROC] 


EF OVER MONTHS AND YEARS; 


UNITED STATES COURT REPORTERS 


ER-4821 


TAT 


:17AM 


:17AM 


:17AM 


:17AM 


:17AM 


:17AM 


7:18AM 


7:18AM 


:18AM 


7:18AM 


7:18AM 


:18AM 


:18AM 


:18AM 


:18AM 


:18AM 


:18AM 


7:18AM 


:18AM 


7:18AM 


:18AM 


7:18AM 


:18AM 


:18AM 


:18AM 


Case: 22-10312, 04/17/2023, ID: 12696875, DktEntry: 22-19, Page 69 of 298 


Case 5:18-cr-00258-EJD Document 1263 Filed 01/18/22 Page 68 of 181 
CHEUNG RECT BOS 1 


r 
REDI 


BY MR. 


TIC 


ED THAT AT THERANOS 


STAT 


| SPECIF 


MENT THAT 


MONT 


MONT 


SOON AS POSS 


BUT 


R 


WE WOU 


WHAT WE 


DID AT 


BLE. 


‘PEND 


NG ON HOW MANY SH 


EXAMPLE, 


HAT CORRECTLY? 


FOR PI 


IT TOOK PLAC] 


L 


RUN OV 


ER T 


THERANOS 


Iso 


IT'S STATED THAT YOU SHOULD RUN 


FITS W 


ES W. 


RT 


OD. 


WAS YO 


ON PROCE 


ES 


RT 


ME 


PEI 


ERSTAN 


DING AT THE T 


AT TH 


VRANOS WERE 


E, ON A SHORT! 


FE HAD WI 


T 


E HAD, THAT WOULD 1} 


ME AS TO WHY THOS! 


TAK 


NG PLACE 


OVER A 


BECAUSE 


THE ER 


EF TRY 


N 


BE CL 


N 


CAL 


SO, FOR 


TESTS SO WE 


ALL OF TH 


THAT T 


LAB AS POSS 


EXAMPLE 


AD 


G TO GET AS MANY T! 


BLE. 


A 


COULI 


DO 


a 


IG PUSH FOI 


R ALL OF THI 


EL. SO W 


FE WERE 


TRY 


FE VAL 


DAT 


ON 


EY COULD GO L 


ENTS AS QUI] 


VE V 


BE CL 


N 


[CKLY AS POSS 


CAL LAB. 


RRECT THAT T 


ME 


ER 


G 


; TALK 


ESTS AVA 


NG TO F 


NG ABO 


THYROI 


N 


BLE 


SO 


127 


SH UP 


(RANOS HAD ALREAD 


C? 


ERANOS DEVICE AS POSS 


UNITED STATI 


IT WAS AN ONGOING GOAL TO GI 


Y START 


BLE; 


ES COURT R 


E PORT! 


ET AS MANY T! 


ERS 


ER-4822 


NG PAT 


ENT TE 


S THAT WHAT YOU'R 


ESTS WORK] 


E SAY 


NG? 


Case: 22-10312, 04/17/2023, ID: 12696875, DktEntry: 22-19, Page 70 of 298 


Case 5:18-cr-0025 
CHEUNG REDIRE 


258-EJD Document 1263 Filed 01/18/22 Page 69 of 181 
ECT BY MR. BOSTIC 1 


128 


:19AM di . ES. 


:19AM 2 é DID THAT CONTINUE TO BE ; I B THROUGHOUT 


:19AM 3 E AT THE COMPANY? 


:19AM 4 . E GOAL WAS TO GET AS MANY ASSAYS AS QUICKLY AS POSSTI 


7:19AM 5 ER TO THE CLINICAL LAB, YES. 


7:19AM 6 Q. IN PARTICULAR, ARE WE 


:19AM 7 ASSAYS? 


:19AM 8 . 1 RE BOUT FING CK ASSAYS ON TO THI 


:19AM 9 ‘DISON DEV iCIFICALLY. 


:l9am = 10 Q. AND DE 1 AT CONTINUING EFFORT AND THAT BEING THE 


:lg9am_) so 11 GOAL, YOUR TE MONY IS THAT NO MORE THAN A DOZEN TESTS WERE 


:l9am = 12 EVER ACTUALLY PERFORMED ON THE EDISON DEVICE DURING YOUR T 


:l9am = 13 AT THE COMPANY? 


:l9am «614 A. CORRECT. 


:19am «615 M :: YOUR HONOR, 


:19AM 16 : ON 


:19am =o 17 ] RT: MR. J [C, YOU CAN FRAME YOUR QUE 


:l9am 618 APPROPR . THANK YOU. 


:l9am =o 19 R. BOSTIC: ERSTOOD. THANK YOU, YOUR HONOR. 


:19amM = 20 A MS. CHEUNG, A FE NUTES AGO YOU LOOKED AGAIN AT THE 
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:20aAM 25 ] ES WHERE THE PERSON ORDERING THE TEST COULD SE 
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:20AM 5 : NO. 
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:20AM 9 ; BY THE EDISON DEVICE R BY THE MODIFIES OR -- 


:20aM = 10 : LET'S STAI BRE. HAT OUT. AND SAY SO FIRST OF TH 
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:20aM =12 F IGHT. 
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:21amM) =. 20 RTY DEVICE, FOR EXAMPLE? 


:21aM 21 P RI 


:21aM «22 . WOULD THAT THEN ENCOMPASS THE REST OF THE 


:21aM «23 iVERAL HUNDRED? 


7:21AM 24 . NO. 


:21aM «25 . WOULD EF CLOSE ENCOMPASS] 
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:21AM 3 . ES THAT MEAN TH AT THOSE i ] ES AT THI 


:21AM 4 ; E START AGAIN. 


:21AM 5 DOES THAT MEAN THEN THAT EVEN IF A DOCTOR OR A PAT 


:21AM 6 ‘LECTED A FINGERSTICK OPTION AT THE TOP OF THAT FORM, 


:21AM 7 ‘LECTED ONE OR MORE TESTS THAT COULD NOT BE RUN ON A 


:21AM 8 A CK SAMPLE, THEY COULD NOT PERFORM THEIR TESTS | 


:21AM 9 A ; IS THAT CORRECT? 


:21am so 11 . I BACK TO THE TOPIC OF VALIDAT ] BFLY. MR. WADE 


:21aM = 12 ED YOU ABOUT STANDARDS GOVERNING THE DATION PROC] 


:22aM =13 DO YOU RECALL THAT? 


:22am 14 : FOR THE OUTLIER PROCESS OR FOR THI 


:22amM «615 ‘ GENERALLY SPEAKING. 


:22amM «616 . GENERALLY. 


:22amM 17 : STANDARDS CONCE ON TOLE 


:22aM «618 ASSAYS -- 


:22am = 19 


:22aM = 20 ‘ EF} ASKED YOU WHETHER YOU KNEW OR WERE FAM 


:22aM) =o 21 STANDARDS FOR THAT VALIDATION PROCESS; CORRECT? 


:22—aM 22 A. CORRI 


:22aM «23 . WHI WEI ERANOS AND V ING ON THE 


:22aM 24 ‘ ' REFERE , THOSE STANDAI 


:22aM «25 ‘ IFERE ; RDS OF THE VAL ON PROCESS? 
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2:22AM di 


2:22AM 2 ; : 'SEAI 'VELOPM 


:22—M 3 


2:22AM 4 , I REMEM 


:22AM 5 : FE VAL ON PROCESS THERE ARE -- OR LET ME 


:22—aM 6 I EF} VALIDATION PI ESS, THERE ARE STANDARDS THAT 


:22AM 7 ERN -- ACTUALLY, I'LL MOVE 


:22AM 8 WHEN THE VALIDATION PROCESS IS CONCLUDED AND A TE 


7:23AM 9 iD INTO THE CLINICAL LAB AND CLINICAL PATIENT TEST 


:23am «6.10 BEGINS -- 


:23amM = 611 


:23amM «= 12 . IS THAT THE END OF THE 


:23amM = 13 ACCURACY AND PERFORMANCE OF T 


:23am 14 ; NO. 


:23am 15 ; WHY NOT? 


:23aM «616 . BECAUSE YOU MONITOR THE ACCURACY AND THE j ON OF THI 


:23am 17 ERFORMANCE ONGOING. 


:23amM «=o 18 SO THE QUALITY CONTROLS ARE A GOOD ON OF, YOU 


:23amM = 19 KNOW, ARE YOU HITTING YOUR ACCUI RGI RE YOU GETT 


:23aM = 20 PRECISE ENOUGH RESULTS? BECAUSE IT'S A V WHICH YOU CO 


:23aM 21 E, CONTINU WIT UR SYSTEM OUTSIDE OF WHAT WE HAD DON! 


:23aM «22 1 FE VALII ON E (IRIMENTS, AND THE VALIDATION REPORTS THAT 


:23aM «23 IRE GENERATED BY THE RESEARCH AND DEVELOPMENT LAB. 


:23aM «24 : FE QUALITY CONTROL PROCESS THAT IS ONGOING, THAT TAK! 


:23aM 25 E AFTER VALIDATION IS ALREADY CONCLUDED? 
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2:23AM di 3 RREICT. 


:23AM 2 é DURING YOUR TIME AT THERANOS, HOW SOON AFTER YO 


:24AM 3 J PATING IN PATIENT TESTING DID YOU BECOME CONCERNED ABOUT 


:24AM 4 ] RACY OF THE ERANOS TESTS THAT YOU WERE WORKING ON? 


:24—aM 5 : BECAME CONCERNED PROBABLY ABOUT A MONT N WITH THE 


:24—aM 6 N D SAMPLES BECAUSE WE HAD SEEN A LOT OF VARIABILITY WITH 


:24AM 7 1 TAMIN D SAMPLES ] WITHIN VALIDATION AND WITH ACTUALLY 


:24AM 8 : NG THE PATIENT SAMPLES AND THE QUALITY CONTROLS. 


:24AM 9 SO IT WAS ABOUT ROUGHLY A MONTH IN. SO I WOULD SAY 


:24am = 10 EMBER OF 2013. 


:24am 11 . AND WERE THE CONCERNS THAT YOU HAD ABOUT THE ACCURACY OF 


:24amM 12 : TESTS BASED ON SOMETHING THAT YOU SAW IN THE VALIDAT 


:24amM 13 1 ESS OR THE ACTUAL PERFORMANCE OF THE TESTS WHEN APPL 


:24am 14 ENT SAMPLES? 


:24am 15 . BOTH. 


:24amM 16 Q. YOU HAD A CONVERSATION WITH MR. WADE Al E WORK THAT 


:25amM 17 YOU DID RESPONDING TO QUALITY CONTROL FA 1 D HOW THAT WAS 


:25aM «18 TIME CONSUMING. 


:25amM 19 DO YOU RECALL SAY] 


:25AM 20 


:25aM 21 : W TIME CONSUMING WAS IT? WAS IT SO TIME CONSUMING 


:25—aM 22 J UALLY IMPACTED THE FLOW OF SAMPLES THROUGH THE LAI 


:25amM 23 J ; ' ‘NCE? 


:25aM 24 , BE BLE TO TROUBLESHOOT A QUALITY CONTROL 


:25AM 25 
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:33AM 1 AT'S STE : LS UNDERSTANDING HOW TO USE THE SORTING RO! 


:34—aM 2 ND TO BE ABLE TO UNDERSTAND WHAT TYPE BLOOD THAT YOU NEE 


:34AM 3 R WHAT TYPE OF SAMPLE THAT YOU NEED. 


:34AM 4 THEN YOU HAVE TO RUN IT THROUGH A TECAN, SO TH 


:34AM 5 ROBOTICS LIQUID HANDLING SYSTEM, AND MAKE SURE YOU G 


7:34AM 6 RIGHT PROTOCOL AND THAT EVERYTHING IS SET UP THE 


:34AM 7 THE TRAY BECAUSE : ROBOT GOES INTO VERY SPEC 


:34AM 8 IF YOU MESS IT UP IT WILL GO INTO THE WRONG WELL. 


:34—aM 9 AND THEN YOU TAKE IT OVER TO THE EDISON DE 


:34am 10 U SCAN IT, AND PUT IT THROUGH THE SYSTEM, AND RUN I 


:34am =o 1 EN EXTRACT THE DATA, AND THEN ANALYZE | DATA. 


:34am 12 Bl IAD DIFFERENT PROCEDURES AT DIFFERENT TIMES SO 


:34am 13 THERE WERE EF CAPSYS CARTRIDGES THAT WERE REFERRED TO A COUPLI 


:34am 14 OF TIMES, AND THOSE WERE PREFILLED WITH REAGENTS, BUT WHE 


:34am 15 FIRST GOT THERE THEY WERE ACTUALLY HAND F ‘D, AND SO WI 


:34am 16 TO ACTUALLY MANUALLY PIPET A WHOLE BUNCH OF REAGENTS 


:34am 17 ACTUAL CARTRIDGES IN ORDER TO RUN THEM AT THE VERY |] 


:35amM «=18 MY WORK T 


:35amM 19 SO THAT'S ACTUALLY QUITE COMPLICATED. SO YOU 


:35aM 20 A SCHEMATIC AND UNDERSTAND EXACTLY WHAT AND HOW MUC 


:35aM) 21 CERTAIN SOLUTION GOES INTO EACH WELL IN THE EXACT SPOT SO THI 


:35aM 22 ASSAY CAN RUN PROPERLY. 


:35aM «23 IT WAS -- THAT'S GENERALLY THE PROCESS. 


:35aM 24 : EN YOU WERE AT THERANOS, DID YOU ALSO HAV! 


:35aM 25 BLOOD SAMPLES ON THE UNMODIFIED THIRD PAI 
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:35AM di 


:35AM 2 


7:35AM 3 . AND WHEN IT CAME TO A NUMBER OF STEPS : ESS AND 


:35AM 4 W COMPLICATED IT WAS, HOW DID THE PROCESS ON THI 


7:35AM 5 EMENS ADVIA COMPARE TO THE THERANOS ANALYZER? 


7:35AM 6 : ; STEMENS ADVIA WAS CONSIDERABLY LESS COMPLICATED. 


:35AM 7 1 ME YOU JUST HAD TO PUT A BAR CODE BEL ONTO TH! 


:35AM 8 f BE AND YOU HAD TO STICK IT INTO THE 


7:35AM 9 V D HAVE TO CHECK THE QC'S, THAT THEY JV 


:35amM = 10 : BEFORE YOU COULD RUN THE SAMPLE 


:35am =o 11 J I UST SCAN THE BAR CODE AND SHUFFLE 


:36aM «= 12 VE NG AUTOMATICALLY. 


:36amM «6-13 : W WOULD YOU COMPARE THE LEVEL OF AUTOMAT 


:36am «14 MENS ADVIA COMPARED TO THE ‘RANOS ANALYZER? 


:36amM «615 : THE SIEMENS ADVIA WAS CONSIDERABLY MORE SOPHISTICATED ANI 


:36aM «616 A PRODUCT OF, YOU KNOW, A LOT OF ENGINEERING AND JUST HAD A LOT 


:36amM =o17 OF AUTOMATION BUILT INTO THE PROCESS. 


:36amM «= 18 THERANOS THERE WASN'T -- THERE WAS A LACK OF AUTOMAT 


:36amM «= 19 D SAY IN COMPARISON. 


:36aM = 20 . THERE WAS ALSO SOME SCUSS BOUT THE 


:36aM— 21 ERANOS OFFERED ITS TESTS. 


:36aM «= 22 DO YOU RECALL THAT TE 


:36aM «623 


:36aM «24 f I FE LOW PRIC (RED BY THERANOS AME 


:36aM =25 FE} YOUR CONCERNS Al E ACCURACY OF THE 
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:38AM 1 . I COULDN'T SPEAK FOR THE CYTOMETE AT'S NOT WHAT I SAW 


:38AM 2 INERAL CHEMISTRY. IT WAS SOMETH ERY SPE C "TO: “EE 


:38AM 3 : EVICES. 


:38AM 4 . R. WADE ALSO ASKED YOU ABOUT THE ME PEI 


:38AM 5 EF COMPANY AND SOME CALLS YOU GOT FROM 


2:38AM 6 RRECT? 


:38AM 7 F IS CORR! 


:38AM 8 F ND V ID YO RETURN THOSE CALLS? 


:38AM 9 . DN'T, DII RETURN THE CALLS BECAUSE ; D 


:38am = 10 WORK FOR THE COMPANY ANYMORE, AND, HONESTLY, WHE tARD 


:38am =o 11 MONA'S VOICE AND HOW SCARED SHE SOUNDED, IT JUST RE DED 


:38am «= 12 HOW SCARED WAS WORKING FOR THAT COMPANY, AND SO I JUST Fi 


:38am =«-13 THAT DIDN'T HAVE TO, IT WASN'T MY RESPONSIBILITY TO PICK UP 


:38am «14 THE PHONE AND TALK TO THESE PEOPLE HAT I HAD THE RIGHT TO NOT 


:39am «= 15 SPEAK TO THEM. 


:39amM =o 16 MR. BOSTIC: NO FURTH 


:39am = 17 TANK YOU, YOUR HONOR. 


:30amM) «618 MR. WADE: NOTHING FURTHI 


:39amM = 19 THE COURT: ALL RIGHT. MAY TH 


:39aM = 20 MR. BOSTIC: YES, YOUR HONOR. 


:30aM) = 21 AND FROM TH ERNMENT'S PERSPECT : BJ 


:39aM =22 ECALL. 


:39aM = 23 i: YES, YOUR HONOR, WE 


:39amM = 24 yd J ELATED TO THE TESTIMONY. 


:39aM = 25 ] : ALL RIGHT. THANK YOU. 
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E HAS A QUEST 


(GOVERNMENT'S WITNESS, SUREKHA GANGAKHEDKAR, WAS SWORN. ) 


THE WITNESS: 


COURT: 
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[CROPHONE AS YOU NEE 


F YOU. 
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1 FROM SAN JOSE 


STAT 
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JANK YOU SO MUCH. 
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2:45AM di 


:45AM 2 


:45AM 3 : OKAY. AND WHAT DID YOU DO 1] 


:45AM 4 . SO THE COMPANY, ACLARA ] NCES, MERGED WITH ANOTHE! 


:45AM 5 ORGANIZATION, AND THEY RELOCATE ROM MOUNTAIN VIEW TO SOUT 


:45AM 6 SAN FRANCISCO. SO THE COMMUTE WAS REALLY LONG FOR ME 


:45AM 7 RESIGNED FROM THAT POSITION, AND I WAS AT THAT PO 


:45AM 8 FOR ADDITIONAL WORK. 


7:45AM 9 : . D DII [NI] DDITIONAL WORK SOME 


:46am 10 ‘ : ; ' ERANOS IN 2005. 


:46AM 11 


:46AM 12 


:46am 13 z BIG WAS THE COMPANY AT THAT POINT IN 


:4éam 14 . I ULD TH T WAS APPROXIMATELY -- THE 


:46éam 15 1 NDIVID EMPLOYEES AT THAT TIME. 


:46am 16 : SO YOU WERE N ONE OF THE FIRST 25 PEOPL 


:46am 17 ING AT THERANOS? 


:46am 18 . THINK SO. 


:46am 19 . OKAY. AND WHAT WERE YOU HIRED TO DO AT THERANOS? 


:46amM 20 . I WAS RED TO DEVELOP ASSAYS AS A SENIOR SCIENT 


:46am 21 : AND WHEN YOU SAY "DEVELOP ASSAYS," WHAT DO YOU ME 


:46AM 22 


:46aM 23 . WSOENTIALLY DEVELOP TESTS THAT ARE ABLE TO DE 


46am 24 ELS OF, SAY, LIKE PROTE N SAMPLES. 


:46aM 25 : ID YOU FOCUS ON A PART] R AREA OF ASSAY 
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7:46AM HE DEVELOPMENT? 


:46AM 2 A. YES, THE FOCUS WAS ON A PART] R TYPE OF ASSAY CALLI 


:46AM 3 IMMUNOASSAYS. 


:46AM 4 Q. S THERE ANOTHER WORD THAT 


:47AM 5 IMMUNOASSAYS SUCH AS THE ES TH 


:47—aM 6 : ALSO CALLE! 


:47AM 7 : AND IS THAT 


:47AM 8 : YI 


:47—aM 9 : FOR PLURAL. 


:47amM 10 AND YOU WERE : } EN YOU STAI 


Va 


:47amM =12 . , : ‘RE YOU PROMOTED WITHIN T 


:47amM 13 : 1D V BARS WAS PROMOTED TO ! 


:47am 14 1 E GROUP AND EVENTUALLY I WAS PROMOTED TO |] 


:47am 15 1 E ASSAY SYST! 


:47aM 16 . AND ROUGHLY, WHEN DID YOU BECOME THE MANAG] 


:47amM 17 MENS ADVIA SYSTEMS WITHIN THERANOS? 


:47amM «618 . I WOULD THINK APPROXIMATELY 2009. 


:47amM 19 . AT THAT T ; PERIOD IN 2009, WHO DID YOU REPORT TO? 


:47aM =. 20 ‘ TO GARY F] 


:47aM 21 


:47aM = 22 


:47aM =23 P : ID YO EPORT TO AFTER THAT? 


:47aM =24 r ‘LI ZABE HOLMES. 


:48aM 25 : IRE, FE} CIRCUMSTANCES THAT CAUSED YOU TO STAE 


UNITED STATES COURT REPORTERS 


E R-4843 


Case: 22-10312, 04/17/2023, ID: 12696875, DktEntry: 22-19, Page 91 of 298 


Case 5:18-cr-00258-EJD_ Document 1263 Filed 01/18/22 Page 90 of 181 
GANGAKHEDKAR DIRECT BY MR. LEACH 1 


149 


:48AM 1 NG TO MS. HOLMES AS OPPOSED TO MR. FRENZEL? 


:48AM 2 : THINK GARY FRENZEL WAS GOING THROUGH SOME HEALTH 


:48AM 3 ES AND HE ULDN'T BE IN THE OFFICE AS FREQUENTLY, SO THAT 


:48AM 4 WAS ON! ; REASONS T I WAS -- THAT THE REPORTING 


:48AM 5 STRUCT 


:48AM 6 . . I ID YOU MEET WITH MS. HOLMES ON A REGULAI 


:48AM 7 R OF ASSAY SYSTEMS? 


:48AM 8 . 1 D. 


:48AM 9 Q. ALL RIGHT. ANI 


:48am 10 CONTROL YOUR WORK? 


:4gam 11 . YES. 


:4gam 12 . DID YOU -- HOW LONG DID YOU STAY AT TH 


:48am 13 : UNTIL 2013. 


:48am 14 . WHEN IN 2013 DI 


7:48am 15 : SO BELIEVE INDE. N THE 


:48am 16 EK PTEMBER, V F ‘PTEMBER 5T 


:48am 17 : : ID YOU RESIGN FROM THERANOS? 


:48am «18 . RILY THE COMPANY WAS LOOKING TO LAUNCH ASSAYS ON 


:49am =19 ] TAI EVICES, AND I WAS NOT COMFORTABLE IN THE 


:49amM =. 20 RE AT THEY WERE GOING SO DID NOT, DI] 


:49amM) = 21 1 TH SOME OF THOSE POSITIONS. 


:49aM = 22 . . EN YOU SAY YOU "WEREN'T COMFORTABLE," WHAT DO YOU 


:49AM 23 1 ] AT? 


:49amM =24 , E LAUNCH WAS GOING TO BE ; EDISON'S 3.0, OR 


:49aM 25 . ‘ FE KNEW THAT THEY WERE j ENT MACHINES THAT THE 
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:49AM 1 ASSAY DEVELOPMENT GROUP WAS USING TO DEVELOP ASSAYS. 


:49AM 2 THE COURT: LOWER THAT MIKE A LITTLE IF YOU WOULD, 


7:49AM 3 ASE, AND THAT W BE HELPFUL. THANK YOU. 


:49AM 4 THE 199: SO ESSENTIALLY DIDN'T THI 


:49AM 5 TAT WAS THE : ON. 


:50AM 6 BY MR. LEACH: 


:50AM 7 : WHAT DO YOU MEAN IT WASN'T THE RIGHT DECISION? 


:s0aM «8 . THE USE OF EDISON 3.0'S TO TEST CLINICAL SAMPLES. 


:50AM 9 : WE'LL COME BACK IN A LITTLE BIT TO YOUR DECISION TO LE 


:50aM 10 . GANGAKHEDKAR. 


:5s0am 11 BUT THINK YOU ALSO TE iD THAT YOU HAVE AN MBA FROM 


:50aM 12 VERSITY OF NORTH CAROLINA EL LL. S THAT SOME 


:50aM 13 THAT YOU GOT AFTER YOUR TENUR ‘RANOS? 


:50am 14 A. YES. HAT WAS AN ONL ,| DEGREE AND SO, YE 


:50aM 15 BA AFTEI ‘RANOS . 


:50aM 16 . AND WHERE ARE YOU WORKING TODAY? 


:50aM 17 : I'M WORKING AT A COMPANY CALLE 


:50aM 18 . AND COULD YOU SPELL THAT FOR 


:50aM 19 7 YEAH. C-E-P-H-E-I-D. 


:50aM 20 : I WANT TO GO BACK IF WE COULD, MS. GANGAKHEDKAR, TO THI 


:50aM 21 , PERIOD ROUGHLY 2005 TO 2010 AFTER YOU START AT THERANOS 


:50AM 22 D ESSENTIALLY UP UNT E POINT THAT YOU BECOME THE MANAGE 


:50AM 23 OF ASSAY SYSTEMS. 


:SlamM 24 AT A HIGH LEVEL | BE FOR US WHAT THE COMPANY WAS DOI 


:SlaM 25 TS ASSAY DEV j URING THAT TIME PERIOD? 
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ue A. YI BASTCALLY WE WEI WAS TO DOUBLE 

2 ASSAYS I E ON THE PROPR DEVICES THAT THI 

3 COMPANY ¥ 

4 7 ] E "PROPR ES," WHAT DO YOU MI 

5 1 (RE S TIME 

6 ; (RE WERE SEVERAL 

¢ IRE CALLED THE SONS. 

8 ‘ AND YOUR FOCUS IS ON ASSAY DEVELOPMENT. CAN YOU HI 

9 DERSTAND A LITTLE BIT WHAT THE PROCESS OF THAT IS, HOV 
10 UT DOING YOUR WORK? 
11 ESSENTIALLY WHEN A TAI NK A TAI 
12 (FINED AS TO WHICH PARTICULAR TE WE BE DEVELOP 
13 EST FOR, SO WE WOULD CONDUCT T ‘ARCH, UNDERSTAND THE 
14 ROUND OF WHAT THE IND OF REAGENTS ARE 

LS RED TO DEVELOP T ER THOSE, AND THEN COND 

16 | EXPERIMENTS TO OPT ESTS, SO MAKING SURE THAT THI 
17 ENTS ARE APPROPR KE THE GHT EXPE! ENTAL 
18 TIONS SO THAT WE BLE RES 

19 AND WHAT ENT? 
20 E CAS IMMUNOASSAY, T FAGENT COULD EITHE 
21 BE ANTTI ES T ED TO DETECT THE ET IN QUESTION, 
22 IT COULD BE LIKE ] ESSENTIALLY OT CALS THAT ARE 
23 USED TO SUPPORT T MENTAL RESULT. 
24 Q. AND YOU WERE V NG ON DEVELOPING ASSAYS FOR US! 
25 ICULAR DEVICE THIS TIME PERIOD? 
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:52AM ne 


7:52AM 2 : HEARD YOU USE ; i iDISON." WAS THE 


:52—M 3 1 NG CALLED A 1.0? 


:52AM 4 . ES. SO THAT WAS THE VE ] j : EDISONS. 


:53AM 5 . OKAY. WAS THERE SOME BETWE ; 1.0 AND THE 


:53AM 6 


:53AM 7 . I EXACTLY RECOLLECT AT TH 


2:53AM 8 (RE 4 ONS OF THE DEVICES. 


:53AM 9 . : D IN THE COURSE OF DE NG ASSAYS FOR US] 


:53am 10 i : EDISONS AND ANYTHING BETWEE D YOU | 


:53am 11 ] TH THE CAPABILITIES OF THOSE DEVICE 


:53AM 12 


:53amM 13 : : D IN TH TIME PERIOD, 2005 TO 2010, TO WHAT |} 


:53am 14 ERANOS DEVELOP ASSAYS FOR USE ON A DEVICE? WAS THE 


:53am 15 END CUSTOMER OR SOME CONSTITUENCY THAT YOU WERE WORKING 


:53amM 16 TOWARDS? 


:53am 17 A. SO MOSTLY I WOULD SAY THAT THERE WERE iVERAL PROJ] 


:53am 18 MOSTLY RELATED TO PHARMACEUTICAL COMPAN 


:53am 19 . DO YOU RECALL ANY OF THOSE PHA : CAL COMPAN 


:53AM 20 


53am 21 : ES. ‘RE WAS GSK, THE ENTOCOR, THER 


:53aM 22 


2:53am =23 P 'T ME PLEASE DRAW YOU! 


:54am 24 j BIT 112. IT SHOULD BE ] DER THE! 


:54amM 25 RE YOU FAMILIAR WIT ENT, MS. GANGAKHE 
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:54—aM di 


:54—aM 2 : f L THAT YOU RECEIVED FROM SOME 


:54AM 3 ED JUNE 11TH, 2008? 


:54—aM 4 


:54AM 5 . S ALSO GO TO MS. HOLM 


:54AM 6 


:54aM 7 . LEACH: YOUR HONOR, 


:54—M 8 


:54—M 9 i i 'D ON T 


:54am 10 ] : I ‘ BE ADMITT 


54am 11 


:54amM 12 i ENT'S EXHIBIT 112 JV 


54am 13 R. LEACH: MS. HOLL 


:s4am 14 E TOP PART OF THE EMATL. 


:55am 15 WONDERFUL. 


:55aM 16 F MS. GANGAKHE R, I DRAW YOU! 1 ON TO THE FIRST EMA 


:55am 17 E CHAIN. T S TO A NUMBER OF INDIVIDUALS AT GSK.COM 


:55amM 18 FROM SOMEONE NAME, ELSON RHODES AT GSK.COM. 


55am 19 DO YOU SEE THAT? 


:55amM 20 . YES. 


:55aM 21 : AND WHAT IS GSK? 


:55aM 22 ‘ GLAXO SMITH KLINE. 


:55aM 23 F I IAT A MAJOR PHAI 1 CAL COMPANY? 


:55amM 24 


:55am 25 ‘ ELSON RHOD! 
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:55AM 1 . ] STUDY COORDINATOR FOR GSK. 


:55AM 2 é J E STUDY COORDINATOR? 


:552M 3 


:55AM 4 . ND V DO YOU MEAN BY THE V E STUDY? 


7:55AM 5 . ERANOS HAD A STUDY WHERE WE WERE j NG SOME 


7:55AM 6 BEEN PROVIDED BY THE STUDY COORDINATOR ON THE 


2:55AM 7 


:55AM 8 P . I'LL ASK YOU SOM 1 ; BOUT THAT, 


:56AM 9 IRST WHO I USAN | MO? 


:56am 10 ‘ BE VE BE VE FE WAS TH 


56am 11 


:56aM 12 p F ' : ; : ALLY A 


:56am 13 19 PERSON? 


:séam 14 : NK SO, YEAH. 


:5éam 15 . . D THIS ULTIMATE S FORWARDED TO YOU, 


:56aM 16 MS. HOLME ERE'S ALSO TWO VIDUALS THE TO L 


:56am 17 AN GIBBONS AND GARY FRENZEL. 


:56amM 18 CAN YOU JUST EXPLAIN WHO THEY WERE IN THIS TIME PER 


:56amM 19 : SO GARY FRENZEL WAS MY MANAGE AN GIBBONS WAS 


:56aM 20 FE TECHNICAL LEAD, TECHNICAL LEAI } E COMPANY. 


:56aM «21 P OKAY. AND, MR. FRENZEL, IS THAT THE INDIVIDUAL WHO YOU 


:56AM 22 EPLACED ESSENTIALLY AS THE MANAGER OF ASSAY SYSTEMS LATER ON 


:56AM 23 AR 


:56AM 24 


:56AM 295 : . ES OR NELSON RHODE 
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:56AM HE EMATL, "PLEASE ND THE ATTACHED METABOLIC BIOMARKER LAI 


:56AM 2 SUMMARY OF THE ERANOS SYSTEMS EVALUATION THAT TOOK PLAC! 


:S7AM 3 27TH-28, 2008." 


:57AM 4 DO YOU SEE THAT LANGUAGE? 


:57AM 5 


7:57AM 6 : 1 ] TH THAT STUDY? 


:57AM 7 


:57AM 8 : [ BOUT THAT STUDY? 


:5 7AM 9 


:57amM 10 . EP MS. HOLMES APPR S STUDY OF 


:57amM 11 


:57aM 12 


:57amM 13 : . ELL US WHAT HAPPENED? WHAT WE 


:s7am 14 1 LS OF THE STUDY? 


:s7amM 15 : SO BASICALLY SUSAN ANI WENT TO THE LAB AT GSK, WE HAD A 


:57aM 16 COUPLE OF SEVERAL OF THE EDISON INSTRUMENTS WITH US, AND SO THI 


:s7amM 17 STUDY COORDINATOR AT GSK, NELSON, WOULD GIVE US SAMPLES TO RUN 


:s7amM 18 EF LAB ON THEIR SYSTEMS, AND I WOULD RUN THOSE SAMPLES. 


:57amM 19 - AND APPROXIMATELY HOW MANY SAMPLES DID YOU RUN? 


:57aM 20 : I DON'T RECOLLECT THE EXACT NUMBER. 


:57aM 21 ‘ S IT MORE AN 50? 


:57aM 22 , APPROX 


:S7aM 23 . : (RE'S A DOCUMENT ATTACH 


:57aM 24 . GIA j I : iD THERANOS EVALUATI 


:58aM 295 RY 09 JUNE 2008.DOC. 
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:58AM 1 DO YOU SEE 


:58AM 2 : YES. 


:58AM 3 : AND THAT'S SOME NG THAT YOU RE WED AT OR AROUND THI 


:58AM 4 , THAT YOU RECEIVED THIS? 


:58AM 5 . THINK SO. 


:58AM 6 z OKAY. LET'S LOOK AT TH I INT. E CAN GO, PLE 


:58AM 7 E 2 OF THE & BIT. 


:58AM 8 . H-HUH. 


:58AM 9 : E CAN H HT OR EXPANI | ENTIRETY OF T 


:5sam 10 IRE, MS. HOLLI R EXPAND THE E RETY OF THE 


:58am 11 IANK YOU. 


:58amM 12 MS. GANGAKHE R, DO YOU SE 


:58amM 13 BACKGROUND INFO! TON? 


:5sam 14 : YES. 


:58am 15 . AND THEN EADS, "ON MAY 27-28, 2008 THE THERANOS SYST! 


:58amM 16 EVALUATED TO GSK TO PROFILE ACTIVE GLP-1 AND C-PE 


:59am 17 VALUES AND THESE DATA WERE COMPARE TO GOLD STANDARI 


:59aM 18 USING FROZEN HUMAN PLASMA FROM STUDY AX," AND THE NUMI 


:59amM 19 CONT 


:59aM 20 I IRST QUE ON IS WHAT IS GLP-1? 


:59aM = 21 . {AT'S A PEPTIDE HORMONE, SO THAT WAS THE 


:59aM = 22 E OF THE TESTS. 


:59aM «23 F THAT WAS THE TARG E DRUG THAT GSK WAS 


:59aM 24 ‘ I ULI INK SO, ] E GLP-1 IS THE ASSAY 


:59amM 25 IRE : EVELOPE OUSE. 
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:59AM il : : iANK YOU. 

:59AM 2 N | NEXT FULL PARAGRAPH IT SAYS, "30 PLASMA SAMPLES 
:59AM 3 (ASSAYED UPLICATE ERE CHOSEN BASED ON HISTORICAL GSK DATA 
:59AM 4 FOR TOTAL GLP-1 LEVELS FROM SUBJECTS GIVEN A MIXED MEAL AND TWO 
:59AM 5 FINGERPRICK BLOOD DI WERE) PERFORMED." 

:59AM 6 DOES THAT REFR ] EMORY ABOUT THE BER OF SAMPLI 
1:00AM 7 WERE ED IN T 

1:00AM 8 : T DOES. 

:00AM 9 : EN SAYS, "FIVE -RANOS MACH 

1:00am 10 iE AT LANGUAGE? 

:ooam) =o 11 

1:00am 12 - (LIEVE E ACCURATE? 

:00aM «= 13 

1:00am 14 ‘ ‘ ET'S GO TO THE NEXT PAGE, PLEASE, PAGE 

:00aM =15 D ZOOM IN ON THE ENTIRETY OF THE TEXT, MS. HOLLI 

1:00aM 16 THANK YOU. 

:00aM =o 17 DO YOU SEE THE GSK METABOL 

1:00am 18 ; NG AT THE TOP, MS. GANGAKHE 

:ooam «19 ‘ YI 

:00aM =.20 Q. OKAY. D THERE ARE A NUM ] ETS THERE THAT SAY, 
1:00am) 21 "DATA SHOW GOOD CORRELATION, MAC 19 WORKED WELL, CARTRIDGE 
:00AM 22 IRE ETTY STRAIGHTFORWARD, FINGERI BLOOD DRAW PROCEDUI 
1:01am 23 FFICULT." 

:0laM 24 DO YOU SEE THAT LANGUAGE? 

1:01am = 25 ; YES. 
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:01AM 2 ] ED ON THIS TWO-DAY STUDY? 


1:01AM 3 ‘ THINK SO. 


:01AM 4 Q. OKAY. DID YOU VIEW THIS TWO DAY VALUATION, OR THI 


1:01AM 5 DAY STUDY AS VALUATION BY GSK OF THE THERANOS SYSTEM? 


1:01AM 7 : DID YOU CONSIDER THIS A FEAST] TY STUDY OR MORI 


:01AM 6 : SO AT THAT POINT THOUGHT SO. 


1:01AM 8 DATION? 


:01AM 9 : THINK THIS WOULD FALL UNDE ; ] TY STUDY. 


1:01am 10 : WHAT DO YOU MEAN BY THAT? 


:olam o11 : BASICALLY THIS WAS THE RST VALUATION FROM GSK TO SHOW 


1:01am «12 1 ERANOS SYSTEMS ARE BEHAVING. 


1:02am 14 STUDY VERSUS FORMAL VALIDAT 


1:02am 16 . DO YOU DISTINGUISH BE (EN THE CONCEPT OF A FE 


:dlamM =13 Q. OKAY. AND DO YOU CONT! IN YOUR M 


:02amM =o15 A. COULD YOU REPEAT YOU! 1 ON, PLEASE. 


:02amM 17 DY VERSUS FORMAL VALI ON OF AN ASSAY? 


1:02am 18 . THINK SO, YES. 


:02zamM =19 . EXPLAIN THAT FOR US, PLEASE. 


:02aM =.20 . SO THE VALIDATION STUDY WOULD HAV 


1:02am) 21 ONAL TESTS. 


:02aM 22 . OKAY. AND MORE FE 30 SAMPLES THAT ARE 


1:02am =23 : S STUDY? 


:02aM 24 ‘ NK SO. 


1:02am) 25 : : ID YOU EVE ELL ANYBODY W ERANOS THAT GSK 
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:03AM 


1:03AM 


:03AM 


1:03AM 
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1:03AM 
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1:03AM ue J J REAK FOR PURPOSES OF THIS T! 

:03AM 2 : , ABOUT 45 MINUTES FOR YOU, PLE 

1:03AM 3 

:03AM 4 WE COULD HOPEFULLY SHOOT FOR A GOAL OF HAVING YOU 
1:03AM 5 BACK IN YOUR SEATS AND READY TO COME BACK AT ABOUT TEN TO THI 
:04AM 6 HOUR, MS. KRATZMANN WILL COLLECT YOU. 

1:04AM 7 SO PLEASE REMEMBER DURING THE BREAK MY ADMONITION RE 
1:04AM 8 YOU'RE NOT TO DISCUSS OR DO ANY RESEARCH ABOUT ANYTHING 

:04AM 9 NVOLVED WITH THIS CASE, YOU'RE NOT TO DISCUSS AMONGST 

1:04am 10 YOURSELVES ANYTHING ABOUT THE CASE. 

:04am =o 11 ENJOY YOUR BREAK, AND WE'LL 1 

1:04am 12 NISH AT 2:00 TODAY JUST FOR YOU! 

:04am 13 AGAIN, WE'VE SCHEDULED THESE BRE 

1:04am 14 TO TAKE AN UNSCHEDULED BREAK FOR ANY REASON, PLE 

:04am 15 KNOW, RAISE YOUR HAND, AND WE CAN ACCOMMODAT! 

1:04am 16 SO, MS. KRATZMANN, IF YOU COULD ESCORT THE JURORS OUT, 
:04am 17 EASE. 

1:04am 18 YOU MAY STAND DOWN. 

:04am 19 (JURY OUT AT 11:04 A.M.) 

:05amM 20 E COURT: THANK YOU, MS. GANGAKHEDKAR. YOU CAN 
1:05am) 21 E'LL SEE YOU BACK HERE AT ABOUT TEN TO THE HOUR, 
:05aM 22 

1:05am 23 SS: iANK YOU. 

:05amM 24 ] THANK YOU. PLE 

1:05am 25 ‘ [ , TANK YOU. 
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NOTHING, YOUR HONOR. 
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1:57AM 1 AFTERNOON SESSION 


1:57AM 5 1 SENT ARE PRESENT ONCE AGA 


1:57AM 8 ‘ME: U WOULD PLEASE D BLE THE SOUND ON ANY DE 


1:57am = 10 : i EVICES GO OFF UN INDED AND IT DOES -- AND I 


1:57am) «12 ENT TO ENSURE THAT ANY DEVICE THAT YOU HAVE EF, VOLUME: 


:57AM 2 (COURT CONVENED AT 11:57 A.M.) 


1:57AM 3 (JURY IN AT 11:57 A.M.) 


:57AM 4 E COURT: WEAR BACK ON THE . ALL PA 


:5 7AM 6 ; ; E STAND. 


1:57AM 7 ] ; WE BEGIN, UST WANT TO SAY ONE THING, LAD 


:5 7AM 9 7 WOULD APPRECIATE . THAT WOULD BE HELPFUL. 


:s7amM 11 ‘-RRUPT THE PROCEEDINGS. SO IF YOU WOULD PLEASE TAKE 


:57amM 13 RNED OFF OR TURNED DOWN, I WOULD BE GRAT 


1:57am 14 THANK YOU. 


1:58AM 18 ] R. LEACH: 


:5s7amM 15 MR. LEACH, DO YOU HAVE ADDITIONAL QUE 


1:57am = 16 MR. LEACH: I DO, YOUR HONOR. 


:s7amM 17 THE COURT: PLEASE PROCEED. 


:58am 19 ‘ GOOD MORNING, MS. 


:58amM 20 [ING ABOUT SOME OF YOU! 


1:58AM 21 i OD. 


1:58am) 23 ‘RIOD 2013. DO YOU HAVE TH 


1:58am 25 : WAS YOUR RESPONSI! TY AT TH 


:58aM 22 "D LIKE TO MOVE FO! 


:58AM 24 . YI 
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1:59AM 1 . EF WERE ON THI IRE WE R NUMBER OF ASSAYS 


:59AM 2 D -- THAT WERE : } R HAD COMPLETE! 


1:59AM 3 1 ENT STAGES. 


7:59AM 4 . . D ANY BEEN SUCCESSFULLY VAL iD FOR USE 


:00PM 5 


:00PM 6 : NO. 


:00PM 7 Q. YOU ME ONED YOU WERE WORKING ON A NUMBER OF PR 


:00PM 8 ASSAYS. WHERE DID YOU GET THAT PRIORITY LIST FROM? 


:00PM 9 . IST WAS SHARED TO US BY DR. DANIEL YOUNG. 


:00pM =o 10 ‘ V S DANIEL YOUNG? 


:oopmm =6oll . SO DANIEL YOUNG WAS THE VICE PRESIDENT, AND ESSENTIALLY 


:00pM «12 FE WAS FUNCTIONING AS LIKE AKIN TO OUR CHIE E.CHNOLOGY 


:00~mmM «613 


:0opmm §=14 : : HE REPORT TO MS. HOLM! 


:00pmM «61D : E DID. 


:00pM «616 . 1 : DRAW YOUR ATTE ON TO WHAT HAS | 


:00pM)=«soL7/ 


:00~mM «618 DO YOU H 


00pm «619 ‘é YES% 


:00pM = 20 - DO YOU SEE ; NG YOU ANI 


:0lpM 21 Fj NDIVIDUALS W 


01pm 623 P N : DDLE OF THE PAGE DO YOU SEE 


:0lpmM «624 YOU DATE RCH 4TH, 2013? 


:01pM 25 . YES. 
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REALLY DON'T SEE 
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WAS CURIOUS WHAT 


THE 


T SUGGESTS 
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SUPPOSE. 
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AT 
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BOUT 
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EN ON 
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EF ALLOWED TO D 
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O SO THE 


URY 


IS FOCUSSED ON THAT PAI 


LL DO THAT ANYWAY, 


my 
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S 


WANT TO FOCUS ON THE 


: HAPPY TO DO 
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BSTANCE. 


E COURT: 


ET'S SEE 
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MS. TREFZ: 


E COURT: 


1AT'S DE 


ENDENT 
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N TERMS OF THE 
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TR 
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LL. 


LT 
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OF MS. GANGAKHE 
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BR 


AT TH 


ONOR WILL J 
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N 2016, 
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T'S AN 


DAY. 
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TRI 
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TOMORROW UNT! 
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HAT SHOULI 


BE SUFFIC 


ANYT 


TREFZ? 


ING FURTHI 
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IANK YOU. 
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9:00 O'CLOCK STA 


I KNOW 
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DON'T THINK WE'LL 


E TO START 


Fk THAT PR 


ECLUDE 


KARL 


ER THAN OUR 


BUT WE 


CAN SEE 


F WE CAN 


FE DAY. 


REFZ: T 


ANK YOU, YOUR HONOR. 


MR. LEACH: THANK YOU. 


THE CLERK: 


COURT IS 


(CESS FROM 8:56 A.M. UNTI 


IN AT 9:04 A.M.) 


E COURT: ALL RIGHT. 


THANK YOU. 


ED STATES V 
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ELIZA 


WE'RE 


ETH HOLMES. 


D THE DEFENDANT 


GOOD 


LAD 


ES AND GENTLE 


MORNING, 


BEFORE WE 


ESENT. 


START AND |] 


EK FORE: 


FORWARD, 


LET ME 


TNESS TO COM 


UST ASK YOU A QUE 


WOULD ASK YOU EACH T 


ING OUI 


PROMIS 


iD YOU I 


BACK ON 


OUR JURY AND 


ME WE 


START. 


REAK, HAVE YOU OR ANY OF YOU 


SEE STE 


‘AR OR H 
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iR IN MED 


A OR CONVERSAT 
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COULD KNOV 
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ES LAST WEEK. 
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ECALL WHAT PROGR 


ESS THAT YOU H 
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:09AM ub E COURT: ALL RI 
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:loam «613 IT HAD DONE TO ACCOMPLISH THIS? 

:loam 14 : THINK SO. 

:loam =15 7 DO YOU RECALL THAT SOME ES MANY OF THESE REPORTS ARE 
:loam «16 BELLED ASSAY DEVELOPMENT REPORT? 

:1oamM «so 17 DO YOU SEE THAT? 

:loam 18 

:loam «619 ‘ ND DO YOU RECALL SOMETIME FE WOULD JUST RE 

:loam 20 SE DEVELOPMENT REPORTS? 

:loam) =o 21 

:10aM = 22 7 AND SOME ES WOULI (FER TO THEM AS R&D VAL 

:loaM) = 23 E.PORTS? 

:10amM = 24 , SO I'M MORE ALIGNED WITH CALL IM DEVELOPMENT REPORTS. 
:loamM.) = 25 . OKAY. BUT YOU KNOW THAT SOME ; D CALL THEM R&D 


UNITED STATES COURT REPORTERS 


E R-4999 


:10AM 


:12AM 


:12AM 


7:12AM 


:12AM 


7:12AM 


2:12AM 


:12AM 


:12AM 


:12AM 


:12AM 


:12AM 


7:12AM 


2:12AM 


:12AM 


2:12AM 


Case: 22-10312, 04/17/2023, ID: 12696875, DktEntry: 22-19, Page 247 of 298 


Case 5:18-cr-00258-EJD Document 1264 Filed 01/18/22 Page 65 of 211 
GANGAKHEDKA R. WADE (RES.) 1 


R CROSS BY M 


E PORTS? 


ES. 


WOULD JUST DI 


RAW YOU! 


S IN 


EVI] 


ENCE AS 


ECOND VOLUME 


R ATTENT 


ON TO ON 


PART OF THIS COMP 


WH 


CH 


-- GROUND NEXT TO YOU. 


DO YOU SEE 


THAT ONE? 


I DO. 


AND DO YOU SE 


EPORT. 


DO YOU SEE 


; BO 


AND THAT TYP! 


OF 


N THE COMPANY? 


PATTI! 


TTOM IT SAYS TH 


T SAYS ASSAY DE 


S ON TH 


ELOPME: 


THAT WAS | 


ECAUSE 


E PROJ 


ECT MANAG] 


ESE ASSAY DEVELOPME 


REPORTS AND TH 


ERS 


WOULD S 


EK THESE 


EN TH 


EY WOULD PROPOS! 


ING THOSE AS CALL 


NG T 


EM 


LIKE VAL 


DAT 


ON 1] 


AND 


| WERE C 


ONS 


iVELOPME 


STENT THAT T 


UNIT! 


ED STATI 


ES COURT R 


E PORT! 


EPORTS. 


ESE 


ARE ASSAY 


ERS 


E R-5000 


304 


:12AM 


:12AM 


2:12AM 


2:12AM 


:12AM 


7:12AM 


2:12AM 


2:12AM 


:12AM 


:13AM 


:13AM 


2:13AM 


:13AM 


:13AM 


:13AM 


:13AM 


7:13AM 


:13AM 


:13AM 


:13AM 


:13AM 


:13AM 


:13AM 


7:13AM 


:13AM 


Case: 22-10312, 04/17/2023, ID: 12696875, DktEntry: 22-19, Page 248 of 298 


Case 5:18-cr-0025 
GANGAKHEDKA 


8-EJD Do 
R CROSS BY 


M 


EPORTS WE 


AT WAS A SE 


cument 1264 Filed 01/18/22 Page 66 of 211 
R. WADE (RES.) 1 


E PORTS? 


YOU WANT! 


ED TO MAK 


ANI 


RPT TH 


G! 
1 


CL 


A VAL 


DAT 


ON ] 


ERSTANI 


ING THAT T 


BE CL 


A LAB AS W 


IRE F 


NAL 


E, COMPANY 1 


ZED, 


AT WAS UNDERSTOOD? 


BUT 


RK 


Q. 


THROUGH T 


ng 


APPY TO TI 


ETA 


AND YOU MENT 


(RE YOU UND! 


RENT OUTSIDE 


U WANT TO MOVE 


ELL YOU WI 


LS OF ALL OF THAT WO! 


NG ON CL 


A VAL 


FE} WON'T SPEND 


ANY MORE 


RK. 


THE 1] 


ND 


(IRS AS 


E CAN DO THAT. 


ON 


ED THE P 


ROJ 


ECT MANAG! 


RSTOOD 


THAT MS 


- HOLMES WOULD | 


RS. 


THERE, WERE 


E OUT TALKI 


AU! 


GHT? 


ENCES; 


E WOULD WANT TO G 


AND AE 


G! 
1 


PROJECT MANAG! 


EAD OF THOSE 


KE} UPDAT! 


MEET 


ERS WOULD COMI 


UNITED STATI 


ER-5001 


NGS SOMET 


ES COURT R 


TO YOU TO GET AN UPDAT! 


E PORT! 


ES ON THE 


MES MS. 


HOLMES OR ON! 


ERS 


305 


:14AM 


:14AM 


:14AM 


:14AM 


:14AM 


:14AM 


:14AM 


:14AM 


:14AM 


:14AM 


:14AM 


:14AM 


:14AM 


:14AM 


:14AM 


:14AM 


:14AM 


:15AM 


:15AM 


:15AM 


:15AM 


:15AM 


:15AM 


:15AM 


:15AM 


Case: 22-10312, 04/17/2023, ID: 12696875, DktEntry: 22-19, Page 249 of 298 


Case 5:18-cr-00258-EJD Document 1264 Filed 01/18/22 Page 67 of 211 
GANGAKHEDKA R. WADE (RES.) 1 


R CROSS BY M 


ES FROM DR. 


ETIMES FROM ON! 


MS. HOLM 


FROM MS. HOLM 


YOUNG? 


ECT MANAGERS WHO WAS 


AND THE 


TH CUSTOMERS L 


ENS ? 


[ WOULD THI 


OR THE DE 


THINK SO. 


LET'S LOOK AT 7216. 


DO YOU SEE THAT TH S 


AN 


ING TO GET AN UPDATE IN 


ADVANC] 


SS 


ON OF -- 


EMA 


L, RIGHT, 


UNITED STATI 


ES COURT R 


MA'AM? YOU'RI 


EPORTERS 


ER-5002 


306 


:15AM 


:15AM 


:15AM 


:15AM 


:15AM 


:15AM 


:15AM 


:15AM 


:15AM 


:15AM 


:15AM 


:15AM 


:15AM 


:15AM 


:15AM 


:16AM 


:16AM 


:16AM 


:16AM 


7:16AM 


:16AM 


:16AM 


:16AM 


:16AM 


:16AM 


Case: 22-10312, 04/17/2023, ID: 12696875, DktEntry: 22-19, Page 250 of 298 


R CROSS BY M 


WOULD MOVE 


Case 5:18-cr-00258-EJD Document 1264 Filed 01/18/22 Page 68 of 211 
GANGAKHEDKA R. WADE (RES.) 1 


FOUNDATI 


EACH: OBJECT 


ON. 


COURT: YOU N 


ID TO LAY A L 


FOUNDATI 


R. WADE 


F YOU 


R. WADE: 


Q. YOU H 


WAY THAT THE COMPANY 


AD TALKED ABOUT HOV 


WOULD G 


TO 


(-RNAL AUD 


ES WAS TO 


ES 
F 
ES. 


AND YOU KNEW THAT T 


EST UPDAT! 


TH 


SO DI 


NG 


WOULD. 


IN ADVANC] 


ET UPDATED 


COMMUN 


CAT 


BY WE] 


DE OF THE COMPANY ABOUT 


NK SO. 


D YOU ALWAYS WORK 


ACCURATE UP-TO-DATE 


L 


TO MAKE SURE 


NFORMAT ION? 


FE} COMPANY USED TO COMMUN 


(RENT PLACE 


FE OF THESE M 


NFORMAT 1 


E TO YOU VIA 


THAT YOU WE 


iT 


EMATL 


NGS THI 


[ON TO PROVIDE 


307 


AND 


NG TO P 


ROPLE 


IS WAS THI 


AND YOU KNEW THAT THE 


ENT WAY TO DO THI 


UNITED STATI 


ES COURT R 


E PORT! 


ERS 


E R-5003 


:16AM 


:16AM 


:16AM 


:16AM 


:16AM 


7:16AM 


:16AM 


:16AM 


:16AM 


:16AM 


:16AM 


:16AM 


7:16AM 


:17AM 


:17AM 


:17AM 


:17AM 


:17AM 


:17AM 


:17AM 


:17AM 


:17AM 


:17AM 


:17AM 


:17AM 


Case: 22-10312, 04/17/2023, ID: 12696875, DktEntry: 22-19, Page 251 of 298 


Case 5:18-cr-00258-EJD Do 
GANGAKHEDKAR CROSS BY 


M 


ES? 


TH 


MR. 


LU 


THAT THIS 


EPT AS PART OF THI 


WOULD G 


V 


NK SO. 


E MS. HOLM 


ma 


cument 1264 Filed 01/18/22 Page 69 of 211 
R. WADE (RES.) 1 


COMPANY'S 


ES THE 


IXDED TO GO OUT AND COMMUN 


MR. WADE: 


WOULD MOVE 


CATE TO THOSE 


308 


ORDI 


RMATION THAT 


EK RNAL 


THE ADM 


SS 


T 


E COURT: 


INDANT'S 


EACH: 


NO OBJ 


ECT 


T 72 


BE XH I] 


IT'S ADM 


TTED, AND 


ON, YOUR HONOR. 


IT MAY 


ON, 


YOUR HONOR. 


16 


G! 


: LOOK DOWN AT THE 


WAS RECE 


VE] 


N 


EV 


G 


iT 


5 


S AN 


EMA 


L 


E ASSAY 


H AND 17TH OF 2011? 


TEAM LEADS TO 


BOTTOM 


L, DO 


EN YOU AND MS. HOLM! 


YOU SE 


DENT 


FY UPDATES FOR 


TH REP 


RES 


ENTAT 


V 


ES FROM TH 


ON TO THI 


EMA 


L CHA 


N? 


UNITED STATI 


E R-5004 


TWO OF YOU, THE 


ES COURT R 


EF DEPARTMENT OF 


(RE MANY OTH! 


EPORTERS 


:17AM 


:17AM 


:17AM 


:17AM 


:17AM 


:17AM 


:17AM 


:18AM 


:18AM 


7:18AM 


7:18AM 


:18AM 


:18AM 


:18AM 


:18AM 


:18AM 


:18AM 


7:18AM 


:18AM 


7:18AM 


:18AM 


7:18AM 


:18AM 


:18AM 


:19AM 


Case: 22-10312, 04/17/2023, ID: 12696875, DktEntry: 22-19, Page 252 of 298 


Case 5:18-cr-00258-EJD Do 
GANGAKHEDKAR CROSS BY M 


ER ASSAY TE 


AND SOME OF THE ECT MANAG 


AND V 


NK SO. 


DR. YOUNG MAD! 


cument 1264 Filed 01/18/22 Page 70 of 211 
R. WADE (RES.) 1 


309 


ON OF POTE 


WHAT ASSAYS DII ; RECOMM 


END THAT YOU PROV 


TAMIN 


YOU RES 


PONDE! 


WHAT WAS YOUR RESPONSE TO 


HIS SUGGEST 


"MR 


ESP 


ONDING HERE SAYING 


COMPLETE SO T 


MS. 


DO YOU SEE 


ERE: 


S NO ADDITIONAL 


THAT VITAM 


DATA. 


FOR PSA I COULD RESEND THE 


KARL 


HOLMES RESPONDED. 


my 


THAT? 


F THE 


D DATA WASN'T RI 


ECT? CORRECT? 


SO SHE'S ASKING TO SEND THE P 


YEAH. AND SHE DIDN'T ASK FOR THI 


FE} PSA DATA; RI] 


DN'T ASK FOR THAT; 


SA DATA. 
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:19AM ue . 1 TAMIN D DATA. 

:19AM 2 - BE FE. YOU SAID THAT WASN'T RI 

:19AM 3 

:19AM 4 . . D YOU TALKE BOUT THIS HAPPENING GENERALLY, 
:19AM 5 | EXAMPLE OF THE ND OF REQUEST THAT YOU WOULD 
:19AM 6 (CEIVE IN YOUR POSITION? 

:19AM 7 

:19AM 8 F E. CAN GO TO THE GOVERNMENT BINDER, EXHIBIT 1109, WHI 
:19AM 9 EVIDENCE, AND D LIKE YOU TO LOOK AT PAG! 

:loam = 10 I'M SORRY, I KNOW YOU HAVE A LOT OF BINDERS 

:l9am)=s 11 "LL GIVE U A SECOND. 

:l9am = 12 (XHIBIT 1109? 

:l9am = 13 

:l9am =o 14 

:19am) =o 15 DO YOU SEE 

:20aM «616 F WE 

:20aM «17 ‘ YI 

:20aM =18 : DO YOU SEE IN FRONT OF YOU? 

:20aM «619 : I DO. 

:20aM =20 : . THIS IS A DOCUM (RE YOU SET FORTH SOME OF YOUR 
:20aM) so 21 Z ONAL PR PLES FECTION WITH HOW YOU TRACKED 
:20aM 22 ROJECTS? 

:20aM «23 

:20aM 24 Ox AND WE : BOUT THE ASSAY DEVELOPMENT REPORTS, BUT YOU 
:20aM «25 ALSO MAINTA (R ADDITIONAL DATA FILES AND THE LIKE? 
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:20AM ne 


:20AM 2 5 E NOW HAVE IT UP 


:20AM 3 AND SOME OF THOSE j IRE: ED ON THE 


:21AM 4 DER THE EXPERIMENTAL 


:21AM 5 . YES. 


7:21AM 6 Q. AND THAT INCLUDED E 4 ENT LOGS FOR THE 


:21AM 7 ASSAYS? 


7:21AM 9 . BEYOND THOSE REPORTS THAT WE TALKED ABOUT, THERE WERE 


:21amM = 10 : MES MANY, MANY SPREADSHEETS AND TABLES OF DATA THAT SORT 


:21am so 11 1 NTO A SUMMARY -- THE SUMMARY OF THAT REPORT; RIGHT? 


:21aM «613 : E FULLY ED ALL OF THAT? 


:21amM =o15 . BECAUSE THAT COULD FEEI ON PROC] 


:21aM =16 E ROAD? 


:21aM «618 . ] , IT WAS THE BEST PRACT 


:21aM =.20 ‘ AND YOU STORED THAT ON THE I E SO OTHERS COULI 


:21aM =o 21 F THEY HAD A NEED TO? 


:2lamM = 23 ‘ | REST OF THE 


UNITED STATES COURT REPORTERS 
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:22AM 


:22AM 


:22AM 


2:22AM 


:22AM 


2:22AM 


:22AM 


:22AM 


:22AM 


2:22AM 


:22AM 


:22AM 


:22AM 


2:22AM 


:22AM 


2:22AM 


2:22AM 


:23AM 


7:23AM 


:23AM 
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YOU RI 


ONS ABOUT 


ECALL ON YOUR D 


FE AMOUNTS OF DATA ANI 


(RE SORT OF PROuI 


D WORK WAS M 


EMA 


EV 


CE? 


D PROC] 


U RECALL TH 


[ JUST WANT TO CLAI 


OKAY? 


IFY A COUPLI 


R&D PROCESS 


POTENT 


AL 


S ACTUALLY DE 


SSUES AS YOU'RE 


ON YOU WERE ASKE 


D PROCESS ON THI 


BOUT THI 


ED TO IDENT 


FY 


iVELOP 


R&D PROCESS 


SPE 


UNITED 


STATES COURT R 


E R-5008 
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EPORTERS 
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:23AM 1 DID HAVE A PLAN WITH HOW WE WOULD PROCEE 


2:23AM 2 ASSAYS. 


:23AM 3 : RIGHT. IAD A PLAN? 


2:23AM 4 , UH-HUH. 


:23AM 5 . AND OCCASIONALLY AS YOU'RE WORKING ON THE 1VELOPME 


:23AM 6 ‘RE WOULD BE A SETBACK WITHIN THE PLAN? 


:23AM 7 


:23AM 8 F AT WAS TO ] 


:232M 9 : Sis 


:23amM = 10 : AND YOU WOULD RUN AN 


:23amM = 611 , UH-HUH. 


:23amM «= 12 . AND YOU WOULD EVALUATE | RESULTS; RI 


:23am «6-13 . RIGHT. 


:23am 14 : AND YOU WOULD SEE iTBACKS OR 


:23am 15 IGHT? 


:23am «616 : YI 


:23am 17 : AND YOU WOULD WORK TO : E ROOT CAUS!I 


:23am = 18 BLE 


:23am = 19 


:23aM = 20 : THEN TRY TO 


:23amM) =o 21. 


:23aM «22 . EN YOU WOULD RUN THE 


:23amM =o 23 


:23aM «24 : (RE WAS A SETBACK O] E, YOU WOULI 


:24amM 25 THROUG FE} PROCESS AGAIN; |! 
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:242AM di . ES. 


:24AM 2 : AT'S A FUNDAMENTAL PART OF THE 


:24AM 3 ' S T NOT? 


:242AM 4 


:24aM 5 . N RESEAI VELOPMENT SOME 


:24—aM 6 ] FE YOU COULI iD; RIGHT? 


:242AM 7 


:24AM 8 F 1 1 BOUT HOW ALL OF THIS HARD WORK THAT YO 


:24AM 9 IRE: | iOHARCH AND DEVELOPMENT WAS ULTIMATELY GEAI 


:25amM 10 KE FIELD IF YOU WILL; RIGHT? 


:25AM 11 


:25aM 12 . (RE ARE TWO WAYS THAT THERANOS WAS LOOK] 


:25aM 13 EF SMALL SAMPLE ASSAYS; RIGHT? 


:25AM 14 


:25am 15 . AND THE -- ONE WAY WAS TO USE E ASSAY ON A THI 


:25aM 16 1 E THAT WAS DEPLOYED OUT IN THE ELD; RIGHT? 


:25AM 17 


:25aM «18 . AT WOULD RE FE FDA APPROVAL TO DO TH 


:25AM 19 


:25aM 20 : REFERRED TO AS A 510K APPROVAL; RI 


:25AM 21 ] AT? 


:25AM 22 


:25aM 23 F AND THIS WAS SOME NG THAT WAS DISCUSSE 


:25aM 24 ‘ADERS AT THERANOS? 


:25aM 295 . NOT VERY -- NOT IN TOO MUCH DE 


UNITED STATES COURT REPORTERS 
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:25AM 


:25AM 


:26AM 


:26AM 


:26AM 


:26AM 


:26AM 


:26AM 


:26AM 


:26AM 


:26AM 


:26AM 


:26AM 


:26AM 


:26AM 


:26AM 


:26AM 


:26AM 


2:27AM 


2:27AM 


2:27AM 


:27AM 


:27AM 


7:27AM 


2:27AM 
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ENERALLY THAT THE GOAL WAS TO 


EPLOY THES 


BE ART 


‘R FDA APPROVAL. T 


Gp? 


1 COMPANY WE! 


Ei WORK 


NG ON; RI 


G 


[AT WAS ON! 


PATH THAT SOM 


Tt? 


Y 


AT WOULD BE 


ECOND WAY WAS TO VAL 


A LABORATORY? 


ESTS; RIG 


EY WOULD |! 


THAT'S 


CORRI 


AND THI 


THE ACRONYM, 


CT. 


ERANOS WAS 


LAI 


‘D TO AS LDT'S? 


YO 


EAM HAD DE 


VELOPED 


ED TO THI 


ESTS OR LDT'S; RI 


ERANOS'S ASSAYS FOR 


G 


WORKING ON A PROCESS TO TAKE 


TH 


BE ASSAYS 


AND USE 


TH 


AVE 


EM AS LDT'S W 


TH 


N THE 


R. WADE: 


PULAT 


ON OF TH 


ON, YOUR HONOR. 
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:27AM ue . i NO OBJECT 


:27AM 2 ] IT'S ADM 


:27AM 3 (GOVE! : BIT 487 J 


:27AM 4 BY MR. WADE: 


:27AM 5 Q. AND LET'S LOOK IN THE 


:27AM 6 BOTTOM, WHICH IS ON PAGI 


:28AM 7 DO YOU SEE AT THE 


2:28AM 8 


:282M 9 ; i . GELB TO YOU? 


:28am =. 10 


:28am) = oll ‘ I BER OF 2011? 


:28aM «612 


:28am =o 13 2 ND DR. GELI : ; I ECTOR FOR 


:28am 14 


:28am «615 


:28am =o 16 


:28amM 17 


:28amM «618 : THIN THIS EMAIL HE'S OUTL (INERAL APP! 


:28amM «19 I NG AN ASSAY AS A LABORATORY DE i EST UNI 


:28amM 20 EGULATIONS; RIGHT? 


:29aM) =o 21 


:29aM = 22 . BECAUSE THIS WAS THE END GOAL FOR THI 


:29aM = 23 iVELOPMENT PROCESS? 


:29aM =24 P ES. 


:29aM = 25 : ET'S TURN TO 9921. 
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DO YOU SEE 


YE 
Fi 
EB 


AND WHAT 


5. 


IS 9921? 


IT LOOKS L 


KE 


AN OVERALL MASTER VAL 


IN FRONT OF YOU? 


ON PLAN FOR 


ASSAYS ON THI 


(RANOS DEV 


CES. 


AND DO YOU S 


EF YOUR Sj] 


AND THIS WAS A POLICY 


BY 


THE COMPANY? 


NK SO. 


[GNATURE 


OR PROCEDURAL 


DOCUM 


MR. WADE: 


WOULD MOVE 


MR. LEACH: 


NO OBJ 


ECT 


THE COURT: IT'S ADM 


INDANT'S T 992] 


BE XHI] 


F WE CAN LOOK AT THE 


F 


YE 
Fi 
EB 


AND THIS WAS JUST OVER A W 


IF YOU LOOK AT THE 


DATE 


5. 


T SAYS NOVE 


ENT THAT 


ON OF 9921. 


RST PAGE. 


; BAS 


RK AFTE 


R. 


C OUTL 


NE OF THI 


DO YOU RECALL THAT? 


HOW TO VAL 


ENT WAS -- APPE 


G 


EL 


B HA 


DS 


E AN ASSAY. 


ER 4TH, 2011? 


ENT YOU 


M? 


RS TO HAVE ] 
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ECT 
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ESTIMONY WH 


ON PLAN FOR THE CLIA VAL 


ECT 


ON 


ETS FORT 


THAT S 
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DO YOU SEE 
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2:33AM di 


:33AM 2 


:33AM 3 . . CAN DRAW YOUR ATTE ON TO PAGI 


:33AM 4 RAGRAPH 3. 


2:33AM 5 DO YOU SEE 


:33AM 6 


:33AM 7 . T SETS FORTH THE : ONAL T 


:33AM 8 ON OF THE LAB DEV : BESTS? 


:33AM 9 


:33am = 10 : UST SO WE'RE CLEA! TERMINOLOGY, THE COMPANY'S GOAL 


:34am =o AT TH ME WAS FOR ALL OF THE ASSAYS THAT YOU WERE DEVELOPING 


:34am 12 IN R&D TO BECOME LAB DEVELOPED TESTS WITHIN TH B? 


:34am 13 A. YES. 


:34am 14 . EF CAN DIRECT YOU TO PAG 


:34am 15 DO YOU SEE ERE IT SAYS TE NG SYSTEMS UP AT THI 


:34AM 16 


>34AM 17 


:34am =18 . IS TALKS ABOUT THE ; ES AND SYSTEMS? 


:34AM 19 


:34amM 20 : ND AT TH N 2011 THE 3.0 WAS THE ONLY THERANOS 


2:34am) 21 : 1; RIGHT? 


:34aM 22 . NK THEY HAD STARTED SOME DEVELOPMENT ON THI 


:35aM «23 Q. OKAY. DO YOU THINK THAT MAYBE THE DEVELOPMENT HAD STAI 


:35aM 24 BUT THE ONLY SYSTEM THAT HAD ACTUALLY PERFORMED ASSAYS 


:35aM 25 EXTERNALLY WAS THI .O; IS THAT RIGHT? 


UNITED STATES COURT REPORTERS 
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:35AM 


:35AM 


:35AM 


:35AM 


:36AM 


:36AM 


:36AM 


:36AM 


:36AM 


:36AM 


:36AM 


:36AM 


:36AM 


:36AM 


:36AM 


:36AM 


:36AM 


:36AM 


:36AM 


7:37AM 


:37AM 


:37AM 


:37AM 


:37AM 


:37AM 
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T 5388, WH 


EV 


E CAN PULL T 


IRD OF TH 


THIS 


E DOCUMENT. 


S A DOCUM 


ENT 


WEE 


ESTIONS A 
DO YOU 
YES. 


AND TH 


BOUT LAST 


RECALL? 


S IS AN 


EMA 


UNG AT THE 


EM 


S A WO 


NT THAT Al 


UST GONE T 


E'S ATTACH] 


IF YOU LOOK AT THE 


RY FORMAT. 


AT? 


E SAYS AND ALSO ATTAC 


E. ATTACHM 


NK YOU HAVE |] 
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DOCUM 


ENTS TO THI 


END OF JULY OF 2013? 


[ING A VAL 


UGH; 


ENT OF 


IS THAT 


TOP 


EMA 


THAT 2011 VAL 


L FROM DR. SIVARAMAN TO YOU AND 


RIGHT? 


L, DR. SI 


DAT 


ON PLA 


RAMAN 


N FOR THE 


my 
1 


X ASSAYS 


LDT VAL 


ON PLAN 


RNE HELPER 


N 2 


O11. 


UNI 


iE THAT? 
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:37AM 


:37AM 


:37AM 


:37AM 


:37AM 


2:37AM 


:38AM 


:38AM 


:38AM 


:38AM 


:38AM 


:38AM 
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:39AM 
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FOR THE CLIA 


VAL 


DAT 


T NOTES THAT THAT PLAN WAS | 


ON WORK TH 


‘ING USED AS THI 


AT THE COMPANY WAS 


N 2013? 


EMPLATE? 


CAN CALL YOU! 


1AT WAS THE 


ULD | 


| BLACK ] 


U A COPY IF THAT'S 


KAS 


, YOUR HONOR? 


DON'T 


HAH, 


Q. DO YO 


IGHT AHEAD. 


(HANDING. ) 


IN FRONT OF YOU? 


A. HAVE 


Q. AND T 


EMA 


L FROM YOU TO 


FIND IT 


ERE. 


PLEASE. 


DR. ROSENDORFF, MS. 


HOLMES 


(RE, WORK 


NG WIT 


ON PLAN AT T 


S TIME? 


DR. YOUNG ANI 


DR. YOUNG, 


N AUGUST OF 2013? 


WOULD MOVE 


UNITED STATES COURT REPORTERS 


ER-5017 


[ APPROACH, YOUR HONOR? 


D DR. ROS] 


ON OF 1031. 


DORF'F ON 
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:39AM 1 . Ll NO OBJECTION, YOUR HONOR. 


7:39AM 2 ] IT'S ADMITTED. T MAY | 


2:39AM 3 A ; BIT 1031 WAS RECEIVED 


:40AM 4 


:40AM 5 . WE TALKE BOUT TH 1 N AUGUST. THI 


:40AM 6 SHORT TIME AFTER YOU RETURNE 7 DIA. 


:40AM 7 DO YOU RECALL THAT? 


:40AM 8 . YES. 


:40AM 9 . AND THIS IS WORKING TO GET EV 


:40am = =10 ioPECT TO THE VALIDATION EFFORTS? 


:40AM 11 


:40aM «12 . IT ALSO SE EP MS. HOLME BREAST OF TH 


:40AM 13 


:40am 14 Q. AND YOU ATTACHED A MAST ON PLAN FOR 


:40am 15 ASSAYS. 


:40aM «16 DO YOU SEE 


:40amM 17 : YES. 


:40amM 18 : AND TH S AN UPDATED DOCUMENT THAT CONT 


:40amM «19 EAM'S GUIDE FOR THE ASSAY DEVELOPMENT WORK? 


:40AM 20 . THINK SO. 


:40aM) = 21 . T SETS FORTH THE STANDARDS TO |] 


:40aM = 22 I ON PROCESS? 


:40AM 23 


:40aM «24 . ET'S TAKE A LOOK AT THAT ATTACHMI 


:41aM 25 S THAT ATTACHMENT? 


UNITED STATES COURT REPORTERS 
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:41AM 2 7 1 I ON PLAN. 


:41AM 3 R FROM THE DOCUMENT FROM DR. GE 


:41AM 5 Q. AND DID YOU USE 1 Ll EPORT AS THE 


:41AM 6 FOR THIS DOCUMENT? 


:41AM 7 A. 


:41AM 8 Q. | EFFECTIVE DATE OF THIS WAS 8/23/13. 


7:41AM 9 , IDEA THAT YOU WERE GOING TO UPDATE 


:4iam 11 . J IT SAYS "RE 


:41am 13 : AND SO THIS WOULD BE ; 1 ON TO THAT REPORT, 


:4iam 14 1 DOCUMENT? 


:4iam 15 . YES. 


:41am 16 F ET'S TAKE A LOOK AT PAGE 227 AT THE BOTTOM. 


:42am 17 IS, AGAIN, DISCUSSES THE PURPOSE OF THE DOCUMENT IS TO 


:42am 18 1 RTH THE PLAN FOR THE VALIDATION OF THE IMMUNOASSAYS? 


2:42AM 19 


:42aM =. 20 ‘ : ; ETS FORTH THE 


2:42AM 21 


:42aM «22 . Is V BI ED TO ALL OF THE ELISA ASSAYS THAT 


:42aM 23 IRE BE E THERANOS DE 


2:42AM 24 


:42aM 25 : 1 | PERFORMANCE i ONS THAT WOULD 


UNITED STATES COURT REPORTERS 
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2:42AM ne BE (EDE ER TO VAL F EF ASSAYS? 


2:42AM 2 


:42—M 3 . E ACCURACY? 


2:42AM 4 


2:42AM 5 


2:42AM 6 


:42AM 7 : [TY CONTROL? 


:42AM 8 


:42—aM 9 . AND THE ] 1 GHT OUT OF THE 


:42am 10 EGULATIONS? 


:42am 11 . THINK SO. 


:42am 12 . AND WERE YOU GENERALLY FAM J TH THOSE 


2:42AM 13 


2:42AM 14 


:42am 15 . ND DO YOU RECALL T A REGULATIONS WERE A V EINGTHY 


:43am 16 ET OF MATERIALS T ET FORTH ALL SORTS OF D (RENT 


7:43am = 17 ; EMENTS? 


:43am «=—«18 : THINK SO. 


:43am = =6—19 ‘ INERALLY? 


7:43AM 20 


:43am = 21 . ] DATION PLAN HERE SETS FORT 


:43amM 22 1 ; V iOPECT TO THE i] RMANCE Cyl 


:43AM 23 


:43am 24 


:43aM 25 , AT'S 42 CFR 493.1253? 


UNITED STATES COURT REPORTERS 
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:43AM di 


:44AM 2 R. WADE: YOUR HONOR, I WOULD MOVE 


:44AM 3 7603A, WH S JUST THAT ONE PROVISION OF THI 


:44AM 4 INCORPORATED INTO THE COMPANY DOCUMENT. 


:44AM 5 . LEACH: BJECTION, YOUR HONOR. 


:44AM 6 E COURT: ECEIVED, ADMITTED, AND I 


7:44AM 7 


:44AM 8 (DEFENDANT'S E BIT 7603A WAS RE 


:44aM 9 ! R. WADE: 


:44am 10 : AND DO YOU RECOGNIZE S AS A SUBSE ON OF TH 


7:44am 11 KGULATIONS? 


2:44am 12 : YES. 


44am 13 ‘ IT'S 493.1253? 


:44am 14 5 YES. 


:44am 15 . AND THAT'S THE SECTION THAT WAS INCORPORATE! 


:44am 16 ER VALIDATION PLAN? 


7:44am 17 


:44am 18 . : CALLY SETS FORTH THE 


:45am 19 : ; I | FEDERAL CLIA REGULAT 


2:45am 20 


:45amM 21 : 1 ECIFIC PROVISIONS WERE) INCORPORATED INTO THI 


:45amM 22 I ON PLAN TO BE APPLIED TO EACH ELISA ASSAY; 


45am 23 


:45amM 24 


2:45am 25 ‘ I CAN TAKE EGULAT 


UNITED STATES COURT REPORTERS 


ER-5021 


:45AM 


:45AM 


:45AM 


:45AM 


:45AM 


:45AM 


:45AM 


:45AM 


:46AM 


:46AM 


:46AM 


:46AM 


7:46AM 


:46AM 


7:46AM 


:46AM 


7:46AM 


:46AM 


7:46AM 


:46AM 


:46AM 


:46AM 


:46AM 


:47AM 


:47AM 
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RE A LOT OF MATER 
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YES. 
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JUST LOOK! 


OF THOSE 


YES. 


AND THIS ] 


DO YOU SEE 


Y 


AND 


NK 


DO YOU R 


ue 


S CLIN 


ED AT THE 


FERS TO TH 


ECALL WHAT T 


ALS 


N A CLIA LAB? 


S TO AN ACCE 


TH 


RATOR 


ES; 


R 


EGULAT 


FE CLS 


STANI 


CAL LAB STANDAI 


ONS AND THOSE 


DS FOR? 


TALK Al 


RDS 


NST 


TUTE. 


my 
1 


A 


Y 


AND AGA 


THEY'RE V 


ERY 


DENSE MATE! 


NDUSTRY STANDARDS FOR ACCURACY? 


ET FORTH A 


IS SUPPOSED TO M 


TY TO THE 


eT; 


R 
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2:47AM di : YES. 


:47AM 2 . AND THOS! E STANDARI RE BEING INCORPORATE 


7:47AM 3 S POLICY W EF CLIA LAI ERANOS? 


:47AM 4 


2:47AM 5 - NCLUDED S DOCUME 


:47AM 6 ‘ NK SO. 


:47AM 7 : AND WE WON'T PUT IT UP, | IF YOU WOULD JUST LOOK QUICKLY 


:47AM 8 | BOTTOM OF 23 -- WELL, V DON'T WE PUT IT UP. WHY DON'T 


:47AM 9 UT UP 239 AT THE BOTTOM. 


:47amM 10 I'M SORRY. NOT -- PAGE 239. 


:48am 11 DO YOU SEE THERE IT STARTS ON PAGE 239 BUT CONTIN 


:48am 12 , SECOND HALF OF 240, AND THERE ARE A NUMBER OF REFERENCES 


:48am 13 D STANDARDS THAT ARE INCORPORATED WITHIN TO THIS PLAN; RI 


7:48AM 14 


:48am 15 . 1 i IND OF KNEW WHAT THI 


7:48AM 16 


7:48AM 17 


:48am «18 : AT STANDAI! j E ASSAYS? 


7:48AM 19 


:asam 20 : E CAN GO BR , ENI N 228, SE 


:48am = 21 iE DEFINES CALTI 


:48amM 22 AND WHAT IS CALIBI 


:48am 23 7 SO THEY ALREADY 1 j ] ERE. 


:49amM 24 : } ALLY ESTABL i] BETWEEN THE VALUES OF 


:49aM 25 TIES INDICATED | : ] ENT OR VALUES THAT 
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:49AM 


7:49AM 


:49AM 


7:49AM 


:50AM 
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ETS FORTH TH 


PAG 


ES AGA 


EGULAT 


AND YOU MAY FE, 
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- SE 
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CH 
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U SEE 
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THERE? 
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ER THE 


THAT 
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ED W 


SO 4.1 SAYS THAT ] 
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IN FACT, T 
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REGULAT 
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T NOT? 
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EY ASK 


UNIT! 
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QUE 


ENT SUGGE 


ECALL THAT? 
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330 


:53AM 1 INK YOU SAID D 


:53AM 2 . I'M SORRY, COULI 


2:53AM 3 ‘ ‘AH. BE ‘ ; ED THAT THE 


:53AM 4 J RDER? 


:53AM 5 


2:53AM 6 ‘ FE, COURS] SE EVENTS YOU'VE 


:53AM 7 1 ENT A COUPL 19; RIGHT? 


:53AM 8 . ES. 


:53AM 9 . AND ONE OF THOSE j IN MAY OF TH 


:53am 10 DO YOU RECALL T 


:53am 11 : THINK SO. 


:53amM 12 . AND DO YOU RECALL THAT IN THAT MEETING YOU TOLD THI 


:53amM 13 ERNMENT THAT RESTRICTIONS ON SHARING INFORMATION | 


:53am 14 E MUCH IMPACT ON YOUR WORK? 


:54am 15 DO YOU RECALL THAT? 


:54am 16 : BECAUSE WAS FOCUSSING ON THE ELISA WORK, THE INFORMATI 


:54am 17 ED TO THE ER GROUPS I WAS NOT AWARE OF. 


:54am 18 . - 4 E, GOVE ENT -- DO YOU RECALL THAT THI 


:54am 19 j ENT ASKED YOU : RESTRICTIONS ON SHARING INFO! 


:54am 20 WI ER GROUPS MADI R WORK HARDER AND YOU SA 


:54am 21 IMPACT ON YOUR WORK? 


:54amM 22 . BECAUSE WE WERE FOCUSSED ON CONTINUING TO | 


:54amM 23 LISA ASSAYS, AND AS PART OF -- THINK MANY T 


:54am 24 OF THIS OMNIPLEX PROTOCOL, AND SO WE TRIED TO FOCUS ON Jt 


:54amM 25 IAD TO DO FOR OUR OWN TECHNOLOGY. 
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:54—aM 1 . : ECALL THAT YOU TOLD TH : ENT THAT 


:54—aM 2 IRE: IRE, i A NEERS THAT WERE ASSIGN RK WITH YOUR 


:54AM 3 1 1 ROUP COORDINATION? 


2:55AM 4 


7:55AM 5 . AT WAS TRUE; 


:55AM 6 


7:55AM 7 : AND WE AT MEETING INVITE FOR YOUR ELISA TE 


:55AM 8 RE YOU ‘D PEOPLE FROM OTHER GROUPS IN TO O] 


: 552M 9 1 RESS THAT YOUR WORK HAD MADE; | HT? 


:55am 10 


:55am 11 . IN FACT, MANY OF THE DOCUMENTS THAT YOU'VE ] 


:55amM 12 J ] ; INCLUDED DR. PANGARKAR; RIGHT? 


55am 13 


55am 14 ‘ RENT GROUP? 


55am 15 


:55aM 16 F ING ON CYTOMETRY? 


55am 17 


:55amM 18 . AND MANY OF THI ENTS THAT YOU HAVE | 


:55amM 19 NCLUDED DR. PATEL; 


:55amM 20 . YES. 


:55aM 21 : AND DR. PATEL WAS THE HEAD OF THE A EMISTRY GROUP; 


:55aM 22 IGHT? 


55am 23 : YI 


:55aM 24 : THAT WAS A D (RENT GROUP? 


:55am 25 
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:58AM 1 

:58AM 2 

:58AM 3 7 1 1 RING INFO! ION ACROSS DIFFERENT GROUPS? 
:58AM 4 ; i CALLY WHERE ; INDIVIDUALS EK TEAM 
:59AM 5 1 IS UPGRAD EB 3.0'S TO 3.5'S IS ASKING SPE CALLY. 
:59AM 6 SO THE E EAM WAS US SE DEVICES SO THI 

:59AM 7 VIDUALS JV RE RESPONSIBLE 1 NG THE DE 

:59AM 8 IEKING THE 

7:59AM 9 BUT I iF E OF THE OTHE ; LS, TH 

:59am 10 ILL A HIGH LEVEL. WOULDN'T KNOW HOW EXACTLY T 

:59am) = 11 iVELOPING THE INERAL CHEMISTRY ASSAYS, WHAT PROG! 

:59am 12 ING, WHAT KIND OF CHALLENGES THE RE FACING EVE 

:59am =13 INK AT SOME EY WERE USING THE EDISON, MOD 

:5s9am =14 ERSION OF THE E iDISONS FOR THET! RK AS WELL. 

:59amM = 15 . SO SOMETIM ‘ED-TO-KNOW J] NFORMATION WAS 
:59am 16 JARED AND YOU'RE ; NG OTHER T 1 T WAS NOT; IS TH 
:o0aM =o17 

1:00am «18 

:ooam «19 és I JUST HAVE TWO MORE ; ONS ON THIS |! ENT TO ASK 
:00aM =. 20 

1:00am) 21 I APPROACH, YOUR HONOR? 

:00aM = 22 THE COURT: YES. 

1:00aM 23 MR. WADE: (HANDING. ) 

:00aM «24 : I'M PUTTING IN FRONT OF YOU WHAT HAS |] 

1:00am) 25 (XHIBIT 10521 AND 10522. 
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1:00AM 1 DO YOU SEE 
:00AM 2 
1:00AM 3 . RE ‘of BOTH OUTLOOK CAL 
01AM 4 
1:01AM 5 . f ! ED YOU AS AN ATTE 
O1AM 6 
1:01AM 7 i WOULD MOVE ON OF THE 
1:01AM 8 DOCUMI 
O1AM 9 
1:01am 10 ] THE 
o1am 11 
1:01am 12 (FENDANT'S E BITS 10521 AND 10522 WE 
:0lam =13 ] R. WADE: 
1:01am 14 7 ET'S START WITH 10521. THIS ‘ETING AND THE 
:olam =15 | ELISA VALIDATION PLANS ON TH 
1:01am 16 DO YOU SEE THAT? 
o1am = =o17 
1:01am 18 . IT WAS CALLED BY DR. YOUNG? 
o1am 19 
:o1amM 20 ‘ 1 ED YOURS! R. ROSENDORFF'. 
1:01am) 21 Re] 1 RFF IS IN A D (RENT GROUP; RIGHT? HI 
:02aM «22 I ! R? 
o2am 23 
:02aM 24 : AND MR. GONG, HE WORKED IN 
1:02am 25 7 I DON'T RECOLLECT EXACTLY W. 


UNITED STATES COURT REPORTERS 
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1:02AM ue : AND DO YOU RE ZE (R PEOPLE WHO WAS AN ATTE 
:02AM 2 : BELIEVE HE V I | RECOLLECT WHICH DEPAI 

1:02AM 3 ‘ DON'T RECOLLE 

:02AM 4 . AT WAS HIS NAME? DO YOU KNOW HOW TO PRONOUNCE 

1:02AM 5 é BELIEVE IT WAS EREZ GALIL. 

:02AM 6 : S MEETING WAS CALLED TO SHARE [ BOUT THI 
1:02AM 7 

1:02AM 8 

:02AM 9 , ET'S LOOK AT 10522. AND S ANOTHE 

1:03am 10 

:03am =o 11 

1:03am =12 : IS WAS CALLED TO REVIEW E ON STUD 
:03am = 13 

1:03am «14 : SE ; FROM D (RENT GROUPS WHO WE 
:03amM =o15 ] ‘CT; RIGHT? 

1:03am =16 , SSE MBERS OF THE E EAM AND CLI 
:03aM «so 17 

1:03am «618 

:03amM «619 

:03amM 20 : ND DO YOU KNOW j ERSON WAS FROM THE 

1:03am) 21 GROUP? 

:03aM 22 A. NO, I DON'T RECOLL 

1:04am «23 REPRESENTING. 

:04am 24 MR. WADE: ‘ BE A GOOD TIME FOR OUR 
1:04am 25 BREAK, YOUR HONOR. 
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1:04AM ue THE COURT: ALL RIGHT. LET'S TAKE OUR BREAK NOW, 
:04AM 2 DIES AND GENTLEMEN. ET'S TAKE 45 MINUTES, PLEASE. 
1:04AM 3 WE'LL HOPEFULLY BE BACK IN SESSION JUST BEFOR 
:04AM 4 A i REMEMBE! EF} ADMONITION THAT IS IN PLACE. 
1:04AM 5 WE ARE GO END TODAY AT 2:00 O'CLOCK, LAD 
:04AM 6 
1:04AM 7 "M GOING TO ASK YOU, HOPEFULLY TOMORROW WE CAN END AT 
1:04AM 8 3:00? AND PERHAPS FRIDAY IF YOU CAN CHECK WITH YOUR SCHEDULE 
:04AM 9 AND SEE IF THAT COMPORTS. 
1:04am 10 AT SOME POINT, FAIR WARNING, "M GOING TO ASK IF J 
:04am 11 TO 4:00 ONE DAY, TOO, JUST TO CATCH UP. AND YOU CAN BE 
1:04am 12 TH NG ABOUT THAT AND LET ME KNOW IF THAT PRESENTS AN 
:04am 13 [ . WE'LL BE IN RECESS. THANK YOU. 
1:49am = 14 CESS TAKEN AT 11:04 A.M.) 

LS 

16 

a 

18 

19 

20 

21 

22 

23 

24 

25 
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1:49AM il AFTERNOON SESSION 

:57AM 2 

1:57AM 3 (COURT CONVENED AT 11:57 A.M.) 

:57AM 4 (JURY IN AT 11:57 A.M.) 

1:57AM 5 THE COURT: ALL RIGHT. WE : BACK ON THE RECORD. 
:57AM 6 ALL PARTIES PREVIOUSLY PRESENT ARE PRESENT AGAIN, ALL COUNS! 
1:57AM 7 AND MS. HOLMES, AND OUR JURY AND ALTERNATES. 

1:57AM 8 AND THE WITNESS IS ON THE STAND. 

:5 7AM 9 WOULD YOU LIKE TO CONTINUE, MR. WADE? 

1:57am 10 MR. WADE: WOULD, YOUR HONOR. 

:s7amM 11 . GOOD AFTERNOON. BEFORE THE BREAK WE WE 

1:57am 12 BIT ABOUT INTERACTIONS WITH DR. ROSENDORFF. 

:57amM 13 DO YOU RECALL THAT? 

1:57am 14 

:5s7aM 15 . "D LIKE TO ASK YOU A COUPLE MORE QUESTIONS ABOUT YOUR 
1:57aM 16 NVOLVEMENT WIT M IN THE PERIOD LEADING UP TO THE CLIA 
:57aM 17 VALIDATION PROC] 

1:58am 18 A. SURE. 

:58am 19 . COULD DRAW YOUR ATTE 

:5sam 20 

1:58am) so 21 ‘ : (PTEMBER 4TH, 2013? 

:58aM 22 

1:58am 23 F IT'S A CHAIN THAT INVOLVES YOU, DR. SI 

:58am 24 DR. YOUNG, AND MS. HOLMES. 

1:58am 25 DO YOU SEE THAT? 
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:59AM 1 . AND HE GAVE GUIDANC | BEST WAY TO PROCEE 


:00PM 2 DATION PROTOCOL? 


:00PM 3 ‘ THINK SO. 


:00PM 4 . AND YOU ACKNOWLEDGED AND CONF iD THAT YOU HAD RE 


:00PM 5 ] DANCE? 


:00PM 6 


:00PM 7 . ET'S JUST LOOK AT THAT QUICKLY, THE EMAIL ABOVE. 


:00PM 8 S YOUR ACKNOWLEDGEMENT AND RECEIPT OF THE GUIDANCE 


:00PM 9 BEEN CONVEYED FROM DR. ROSENDORF'F THROUGH DR. YOUNG; 


:00pM =o 10 


:00pM) «Oo 1 5 IDs ES. 


:00pM «12 . FE, COULD GO TO EXHIBIT 10503. 


:00pmM «613 DO YOU HAVE THAT IN FRONT OF YOU? 


:00pmM «614 


:00pmm «=15 . ND DO YOU SEE THAT THAT IS A -- THE BOTTOM 


:0lpémM «616 ! L FROM DR. ROSENDORFF TO YOU AND OTHERS? 


:0lpm 617 : YES. 


:0lp 618 Q. AND THIS BOUT THE PLAN FOR VAL ON OF THI 


:0lpm «619 IMMUNOASSAYS? 


:0lpM 21 : IT ATTACHES A DOCUMENT? 


:01pM 23 F HAT'S A MASTER VERIFICATION PLAN FOR THE 


:0lpmM «624 I ED IMMUNOASSAYS ON THE ADVIA 1800? 


:01PM 25 . HS 's 
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CK ASSAYS THAT 
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